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BBenoeHue

[na namepeHni BennyuH B nabopaTtopHon MeanLnMHe cyLLleCTBEHHO, YTOObI BenninHa Obina ageksaTHoO
onpegeneHa U pesynbTaTbl, COOOLEHHbIE BpadYamM UM ApyroMmy MeanLMHCKOMY nepcoHany U naumeHTam,
ObI TOYHBI (NPaBUBbHbI U MPELIM3NOHHBI), YTO MO3BONUT 0OecneynTb NpaBUNbHY MeaULIMHCKYIO NHTepnpe-
Tauuo 1 CONMOCTaBUMOCTb BO BPEMEHU 1 NPOCTPaHCTBE.

[ns gocTkeHUs npaBUnbHOW MeaQULIMHCKOW MHTepnpeTaunm HeobxoamMmMo y4ecTb HE TONbKO METPOSIO-
rMyeckme (aHanuTudeckme) acnekTbl Lenodkn npocnexusaemMocTu. [ockonbKy pesynbTaTbl U3MepeHUA
MCNONb3YIOTCA Bpa4YyoM B MHTepecax NauMeHTOoB, Bpay A0JDKeH y4YUTbiBaTb MHROPMaLUIO OTHOCUTENBbHO MHO-
rMX acneKkToB, TaKUX KaK npe- U noctaHanutudeckada dpasbl, anarHoctiudeckad YyBCTBUTETIbHOCTE U cne g ny-
HOCTb M COOTBETCTBYIOLNN pedepeHTHbIN MHTepBan (MHTepBanbl). HacTodawmMn ctaHaapT paccMmaTpuBaeT
TONMbKO aHannMTunyeckne acnekTbl UsMmepeHud B nabopaTtopHon meauunHe.

N3mepeHne BennimH B bnonormiueckmx npobax tpedbyeT UCNONb30BaHUS CUCTEM peddepPeHTHbBIX M3Mepe-
HUI, BKIHOYad:

- onpeaeneHne aHanuta B buonormyeckon npode rno OTHOLIEHUIO K NpeanonaraeMomy KinmH1n4eckomy
MCMONMb30BaHUIO Pe3yNbTaTOB;

- pedepeHTHYI0 METOANKY BbIMOMTHEHUSA U3MePeHs BbIDpaHHOW BENNYMHBI B YeoBeYecKux npobax;

- noaxoaswme ctaHaapTHbie obpasubl AN BbIOpaHHOW BEMNYUHLI, T. €. NepBUYHbIE 3TanoHbl 1 OCHO-
BaHHblE HA MaTpuULLe BTOPUYHbIE KanubpaTopbl, KOToOPble A0/MKHbI OblITb KOMMYTabenbHbIMMU.

[1paBUNBHOCTL N3MEPEHUS 3HAYEHNSA, NPUNMCAHHOTOo onpeaeneHHoN BenninHe kannbdpaTtopa Unm KoH-
TPONBHOro Matepuana, 3aBUCUT OT METPOJIOrMYECKON NPOCNeXMBaeMOCTU 3HAYEHUA Yepes3 HENPEPLIBHYIO
Llenb anbTepHaTUBHbLIX METOAUK BbINONTHEHUA USMEPEHNIN 1N 3TalTOHOB (CTaHAapTHLIX 00pasLoB, KannbdpaTo-
POB), OOLIYHO MMEILLIMX CYLLECTBEHHO MeHbLUe HeonpeaeneHHOCTU M3aMmepeHuin (CM. pucyHok 1). Heonpeae-
NEHHOCTb NPUNUCaHHOINO AaHHOMY KanubdpaTtopy WX KOHTPOMbLHOMY MaTepuany 3HavyeHUs 3aBUCUT OT
YCTAHOBMEHHOMN LENOYKM METPOSIOrMYECKOU MPOCNeXMBAaEeMOCTU U CyMMapHbIX HeonpeaeneHHoCTeNn UX
3BEeHbLEB.

N aeanbHOWU KOHEYHOWU TOYKOW LIeNOYKMN MEeTPONOrM4eckon NpocneXnMBaeMocCcTu AABNSeTCA onpegeneHune
COOTBETCTBYOLWEN eanHuLbl MexagyHapoaHon cuctembl eanHuL, (CK), ogHako BeIDOP 3TanoB 1 YPOBHEN, Ha
KOTOPLIX 3aKkaH4YMBaeTCcd MeTponorndyeckad npocneXXmsaemMocTb AN AaHHOMo 3Ha4YeHUd, 3aBUCUT OT AOCTYIM-
HOCTW METOAUK BbINONHEHUA N3MepeHU U 3TanoHOB BbICLLETro ypoBHA. Bo MHOMMX cnydyaax B HACTosLLee Bpe-
MS MEeTponormvyeckas nNpocneXXnBaeMoCcTb He MOXKET DObITb NPoBedeHa A0 YPOBHSA bonee BbICOKOro Nopsiaka,
yemM MeToauKa, BblbpaHHaa npounssoauTenem, nnu pabo4vnn kanmbpartop npounssoanuTens. B Takux cny4asx
1PaBUNbHOCTb OTHOCUTCS K TOMY YPOBHIO MepapXun KannbpoBKK, HA KOTOPOM CTAHOBATCA AOCTYMHBIMU MeXAy-
HapOaAHO NpU3HaHHaa pedepeHTHad MeToanKa BbINMOMHEHUSI USMEPEHNA N/ MN cTaHAapTHBIN obpaszeL, (Kanno-
paTop).

ObBbLEeKTOM N3bpaHHOWN METPONMOrINMYECKOW NPOCNEXNBAEMOCT KANMMDPOBKU ABNSIETCH NEepeHOC CcTeneHu
1paBUNbHOCTU cTaHgapTHoOro obpasua n/nnn pedepeHTHON MeTOAUKN BbINMONMHEHUN U3MEPEeHNIA A0 MEeTOAUKU
HU3LEro MeTpoorM4eckoro YpoBHA, T. €. PYTUHHOU MEeTOOAUKMN.

MeTponoruyeckasi npocneXxnBaeMocTb KannbpoBkn TpebyeT, 4ToObl MeTOAMKN BbINONHEHNS pedepeH-
THOMO N PYTUHHOIC M3MEepPEeHUA Db NPUMEHEHbI ANA U3MEePeHUA OOHON U TOW XXe N3MepAeMOn BENUYNHbBI C
aHanuToMm, obnagarownm ogHUMIN U TEMU XKe COOTBETCTBYIOLLMMN XapaKkTepucTnkamm.

Ba)kHO y4nTbIBaTb, YTO pas3nMYHble MeToanKNU, npegHasHayvyeHHble AN U3MepeHU OaQHOU 1 TOU e Bern-
UMHbI, MOTYT AaBaTb pasnuyaroLlLMecs pesynbTaTthl NPy CCNeaoBaHMM KOHKPEeTHOM Npodbl N CTaHAAPTHOIO
obpasua. 3T0 BO3IMOXHO, HAaNnpUmMep, Korga ase unu donee MMMyHonpoLeaypbl, npegHasHayvyeHHbIe AN M3Me-
PEeHUA KOHUEHTpaLU1M ropMoHa, Hanpumep TUpoTponuHa [Tupounactumynupyrowero ropmoHa (TCI)], npumeHe-
Hbl ANS MccneaoBaHUA cTaHOapTHOrO obpasLlia ropMoHa, NocKoNbKY COOTBETCTBYIOLLME peareHThbl B pa3HOU

CTEeNEeHN pacno3HatoT pasnnyHble 3NUTOoMNbI (AHTUreHHbIE IOMUHAHTLI) MaTepuana n Heo4UHaKoBO pearnpyroT C
HAMW, YTO NPUBOAUT K pe3ynbTaTaM, XapakTepusyowmmM pasfinyHble, XOTS N CBA3aHHble BENNYUHBI.

NabopaTtopHaa MeguuuHa nosceaHeBHO BblaaeT pesynbTaTthl 4N 400—700 BuaoB BennyuH. IAns 60nb-
LLIMHCTBA U3 HUX MeTPONorMyeckas NpocneXxXxmMBaemMmocTb NPUNMCAHHOMo 3HaYEeHNS KannbpaTopa NpoayKTa npe-
DbIBAETCH BCEro yepes oaHy MeTpoNiornvyeckn donee BbICOKYH CTYMNeHb, NnpeacTaBleHHyo pedpepeHTHOU
MEeTOoOMNKOW BbINOJTHEHNA U3MePEeHU, UNnYyepes gBe CTyneHu, CocTosalne N3 MeToOAUKN BbINMOJTHEHUA N3Mepe-
HUW N (CTaHaapTHOro obpasua) kanubdpaTtopa. NpuinHa 3Toro 3akn4YaeTcd B TOM, UTO TakMe BeNMYnHbI CBA3a-
Hbl CO CMECbhIO PasHOBMAOHOCTEN MONeKkyn, obnagaroLmx odLWMMU KNMMHUYECKN 3HAYUMBIMA CBOUCTBAMW, HO
Pa3NMUYAICLMXCA MO CTPYKTYPE U MOJEKYNAPHOW Macce B pasfmMYHbIX NPONopUUAX, HaNnpUMep rMUKONpoTEenHb.

IV
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B 3aBUCMMOCTU OT BO3MOXXHOCTEN MEeTPONIOrM4Yeckon npocneXxmsaemMmoct Ao eanHul, C 1 oT 40CTUXKN-
MOCTW PasfnYHbIX MeTPONorMyeckux ypoBHeW MeToaAWK BbINOMHEHUS M3MEPEHUN U KannbdbpaTopoB MOXHO
naeHTUpULMpoBaTh creayoLlme NATb TUMUYHBIX BEPXHUX NpeaenoB Lenovykm MeTponormyeckor npocneXXmesa-
EMOCTN.

a) BennuuHbl, ANA KOTOPLIX pe3yrbTaThl U3IMEPEeHUN MeTporiormdeck npocnexmeaemol 4o eguHul, CH.

[oCcTynHbl NepBuyHasa pedpepeHTHad MeToanKa BbiNoNMHEHUA USMepeHUN N ognH UM HECKONbKO aTTeCTO-
BaHHbIX CTaHOapTHbIX 0Opa3uoB, UCNOMb3yeMbIX Kak Kannubpatopbl. 3TU YPOBHU CYLLECTBYIIOT NPUMEPHO AN
25—30 BMOoB BENMUYNH, UMEIOLLMX XOPOoLLO onpeaeneHHble KOMNOHEHTHI, BKITHOYas 3MeKTPonnTbl, MeTabonn-
Thl, CTEPOUAHBLIE TOPMOHLI M HEKOTOPLIE TUPOUAHLIE TOPMOHLI. OTU BUALI BENUYUH OXBaTbIBAOT OONbLUYHO
YacTb PYTUHHBLIX PE3YNbTATOB, NPeacCTaBNsIEMbIX MeAULMHCKUMU NabopaTopuammn (4.2.2, 5.2, pucyHkn 1 n 2).

b) BenuuuHbl, AnNa KOTOPbIX pe3ybTaTbl UISBMEPEHNIN HE MOTYT ObITb METPONOTMYECKU NPOCNEXEHBI A0
eanHuny, CWA.

1) JocTynHbl MexayHapoaHo npusHaHHaa pedpepeHTHass MeToauka BbiNonHeHUa namepeHun (3.12)
(KOTopad He MOXET ObITb Ha3BaHa NepBUYHON pedpepeHTHON MeTOAUKON BbINCTTHEHWUSI UBMEPEHWUI) U OANH AN
HEeCKOMbKO MeXayHapoaHO NpU3HaHHbIX CTaHAapTHLIX 00pasLoB (KannbpoBoYHbIX MaTepmnanoB)(3.11) co 3Ha-
YeHUAMU, NPUNMUCAHHBIMUM 3TOU NMpoLeaypon. 3TN YCNOBUA OTHOCATCA K BeNMMYMHaM ¢ TakKMMU KOMIMOHEHTaMU,
Kak rmuKnpoBaHHbln remornobuH HbA, . (5.3 n pucyHok 3).

2) VmeeTca mexayHapogHo npusHaHHaga pedpepeHTHaa MeToauka BbINONTHEHNA U3MEePEeHUN, HO OTCY-
TCTBYHOT MEXAYHapoAHO NpU3HaHHbIe KannMbpoBOYHLIE MaTepuarnbl. 3TN YCNOBUS OTHOCATCSH NpuMepHo K 30
BUOAM BENUYNH C KOMMOHEHTaMU, NOA0OHBIMUK dbaKkTopaM remocTtasa (5.4 U pUCYHOK 4).

3) MmeeTtcsa ognH UMM HECKONbKO MeXayHapoaHO NPU3HaHHbIX CTaHO4aPTHLIX 00pas3LoB (UCNonb3yemMblX
Kak KanmopaTtopbl) C NPOTOKONCOM ANSA NPUNUCLIBAHUSA 3HAYEeHUNA, OQHAaKO OTCYTCTBYET MeXAyHapoaHO Mnpu-
3HaHHaa pedpepeHTHast MeToanKa BbINOMHEHUS UBMEPEHNIN. DTN YCNOBUA NPUMEHUMBI B OTHOLLEHUN Donee
yem 300 BMAOB BENTMYUH, HANPUMEP BENMNYUH, OLLeHUBaEMbIX B COOTBETCTBUU C MeXayHapoaHbIMU CTaHOapTa-
M1 BCeMUpHOU opraH1saLnm 3aapaBooXpaHeHust, Takmx Kak 0enkoBble rOPMOHBI, HEKOTOPbIE aHTUTENA, ONYXO-
neBble Mapkepbl (5.5 N PUCYHOK ).

4) OTCYTCTBYIOT U pedpepeHTHaad MeToanKka BbINONMHEHNS M3MepeHUin, U cTaHgapTHbIe obpasubl AN
KanMbpoBKWU. B 3TOM cny4ae Npomn3BoanTENb MOXKET CaM YCTAHOBUTL METOAUKY (METOAMKN) BINONHEHUA U3ME-
pPeEHNA N KanndpaTtop (kanubpaTtopsbl) ANa NPUNUCbIBaHUSA 3HAYEHUS NMPOU3BOAUMOMY UM KanmbpaTtopy. ITu
YCNOBUA MOXXHO OTHeCTU NnpumMmepHOo K 300 Bgam BeNMUYUH C TAKUMM KOMMOHEHTaMK, KaK MapKepbl OnyXonen
aHTUTena (5.6 U pPUCYHOK 0).

[TPpUHLUKUNBI COOTBETCTBEHHLIX MPOTOKOIOB NEPeHOCca pa3smMepoB BETUYNH (MepapXmn KannbdpoBKK) npea-
cTaBneHbl cornacHo nonoXxeHnam ISO 15193 o6 onncaHun pedpepeHTHON METOAUKN BbINONTHEHUSA N3MEPEHNN
n1SO 15194 06 onnucaHnn ctaHgapTHLIX 0Bpa3LoB.

Llenbto meTponorim B nadbopaTtopHOn MeguLnHe ABNsieTCS ynydlleHne MeTporiorm4yeckomn NpocneXKnBa-
eMOCTU pe3ynbTaToB U3MePEeHNN BENMTMYNH TEX BUAOOB, YCNOBUA AN KOTOPLIX OnncaHbl B NepevncneHunsax b2),
b3) n b4), 0o ypOBHEN, KOTOPbLIE ONUCaHbI B NepedyncneHnm b1), nytem pazpaboTky HegocTaoLlmx pedpepeHT-
HbIX METOAMK BbINMONTHEHUSI USMEPEHNIN N NMPEeaoCTaBNEeHNS CTaHOAPTHBIX 0Opa3L 0B, OCHOBAHHLIX HA MEeXayHa-
POOHOM KOHCeHcyce.

CneunanbHble NpobnemMbl METPOMOMIMYECKOW NPOCNEXNBAEMOCTMU 3HAYEHUA KaTannTUYECKOU KOHLLEH-
Tpauun pepmMeHTOoB paccMoTpeHbl B 1ISO 18153.

BblaeneHHble KypCMBOM CHOCKM B TEKCTE HaCTosALLero ctTaHgapta npueeaeHbl ANdA NOACHEHUA HEKOTOPbIX
NONOXEeHUN NPUMEeHeHHOro B HeM MexxayHapogHoro ctaHgapTa 1ISO 17511.
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M E X T O CY 3D APCTWUBEWUHH bl I C T A H O A P T

U3penuna MmeguUUMHCKUe ANA AUWAarHOCTUKMU in vitro
MSMEPEHWE BEJTIMYAH B BUOJTIOI MHECKMNX TIPOBAX

MeTponoruyeckasi npocneXxmBaeMocTb 3Ha4YeHUNW, NPUNUCAHHBLIX KanubopaTtopam
M KOHTPONbHbLIM MaTepuanam

In vitro diagnostic medical devices. Measurement of quantities in biological samples. Metrological traceability of values
assigned to calibrators and control materials.

[lata BBeaeHna — 2013—01—01

1 Obnactb NpMeHeHUA

Hactoawunin cTaHgapT ycTaHaBnuBaeT npasuna obecnevyeHns MeTposiorM4eckon NpocnexmsBaemMocTu
3Ha4YeHNI, NpUNMcaHHbIX KanubpaTopam 1 KOHTPOIbHBIM MaTepuanam, npeaHasHavYyeHHbIM Ana ycTaHoBIe-
HUS UNW NOATBEPXAEHUA NPaBUNbHOCTU U3MepeHUin. KanubpaTopbl U KOHTPONbHbIE MaTepuanbl NpeaocTaB-
NMATCA NPON3BOANTENAMN KaK COCTaBHAasa YacTb MEAULMHCKUX U34enun Ang ANarHoCTUKM in vitro unv ans
NPUMEHEHUA BMeCTe C HUMMW.

O6pasLbl, Crnonb3yemMble A1 BHELWHEN OLLeHKM KavyecTBa (KPYroBbIX OMNbITOB) C NOATBEPKAEHHON KOM-
MyTabeNbHOCTbHO, 3HaYE€HNSA KOTOPLIX AOJTKHBI ObITh NPUNCaHbI C MOMOLLIbIO MEXAYHapoaHO NPU3HAaHHbIX CUC-
TeM pedepeHTHbIX U3MEePeHUn UM MeXAyHapoaHO MPU3HAaHHLIX OOLWENPUHATLIX cucTtem pedepeHTHbIX
M3MEepeHNn, OTHOCATCA K 0bnacTu NpuMeHeHnsa HacToALero ctaHaapTa.

HacTodawmin ctanaapT He NMPUMEHS0T B OTHOLLEHUW:

a) KOHTPONbHBIX MATepuanoB, KOTOPbIe He UMEKT NPUNMCaHHOIo 3Ha4YeHUA U UCMONb3YHOTCA TONLKO ANS
OLEeHK/ NpelUn3NoOHHOCTU NpoLeaypbl U3MepeHns, ee NoOBTOPAEMOCTU UMM BOCNIPOU3BOAUMOCTU (KOHTPObHEIE
MaTepuanbl NPeUn3InoOHHOCTN);

D) KOHTPONbHLIX MATEPUANOB, NpeaHasHauYeHHbIX ANs Lenen BHyTprUnabdbopaTopHOro KOHTPOMNS KaYecT-
Ba M NMNOCTaBNAEMbIX C NpeaenamMmun npeanonaraemMbiX npueMneMblX sHadeHUn, koraga Kakabl MHTepBan nony-
YeH NyTeM MexXxnabopaTOpHOro KOHCEHCcyca B OTHOLWIEHWMUM oaHOW 3adaHHOW MeTOAUKU BbINOTTHEHUS
M3MepeHnn, a 3HaYeHUd NpeaenoB MeTpOoNorM4eckn He NpocneXeHsl;

C) COrnacoBaHHOCTU MeXAay pesynbTaTaMn ABYX MeToAuK BbINONHEeHNA U3MepeHun ogHoro U Toro Xxe
MeTPONOrM4ecKoro ypoBHS, NpegHasHavyeHHbIX 419 n3MepeHnd 0aHOU U TOWU XKe BeNMUUNHLI, MOCKONbKY Takagd
«TOPU3CHTanNbHadaA» Koppendaund He AaeT MeTpOoIorM4eCcKon NpocneXmMBaeMocCcTy;

d) KanndbpoBKKW, BbITEKAlOLWEN U3 COrMAacoBaHHOCTU MeXay pe3ynbTataMmy ABYX MeTOAUK BbINONHEHUS
N3MepPeHNN Ha pasNNYHbIX METPONIOTNYECKUX YPOBHAX, HO C BENUYMHaAMN, UMeLLUMU aHanuThl ¢ pasmMyHbIMIA
XapaKTepucTukamm;

e) MeTpOonornyeckon NPoCcneXXmMBaeMoCcT PYTUHHBIX pe3ynbTaToB A0 WU3roTOBMEHHOro Npon3BoauTe-
nem Kkanubpartopa U NX OTHOLLEHUK € KaKUM-NTMDO MeaULUHCKUM npeaeniom NPpUHSATUS peLlleHns

f) CBOUCTB, ONMCAHHBLIX B HOMUHaNbLHOWU (KNnaccngunukayMoHHOW) WKane, T. e. TaM, rae He ycTaHaBIMBaeT-
cq pasMep (Hanpumep, naeHTUPUKaLNUA KNeToK KPOBU).

2 HopMaTuBHbIE CCbINKN

B HacTosLleM cTa HOaPTE NCMNOJ1b30BaHbl HOPMaTUBHbIE CCLIJIKW Ha CliedyHLLNE HOPMaTHBHBIE JOKYMEHTHI.

1ISO Guide 35:1989 Certification standard obraztsov. Obschie and statistical principles (CepTuduka-
Lnst cTaHaapTHLIX obpasuos. ObWKMe N cTaTUCTUYECKNE MPUHLANMBI)

U3pgaHune odbmumanbHoe
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EN 375:2001 Information supplied by the manufacturer with reagents for in vitro diagnostics for
professional use (MHpopMaLna, NnpegocTaBnagemMan NnpomM3BoanTeNieM c peareHTamMmu Ang AnarHoCcTuKu in vitro,
ans npodeccruoHanbHOre NCNONbL30BaHUSA)

International vocabulary of basic and general terms in metrology (MSM), 2Md Edition, ISO, Geneva, 1993

(MexxayHapoaHbIv cNoBapb OCHOBHBLIX U 0bLLIMX TepMUHOB B MeTponorun (MCM), 2-e usgaHue, NCO, JKeHeBa,
19931h

3 TepMuUHbI N onpegeneHus

B HacTosAwem cTtaHaapTe NpUMeHeHbl cneayroLlme TepMUHbI C COOTBETCTBYHOLLIMMUY onpeaeneHUaMin:

3.1 ToyHoCTb U3MepeHusa (accuracy of measurement): CteneHb 61IM30CTN pe3ynbTaTta U3MepeHUs K
NCTUHHOMY 3HAYEeHWNIO U3MEPAEMON BETUHMUHBI.

IMCM, cTaTtbsa 3.9]

[TpumevaHune 1 —TOYHOCTb U3MEPEHUS CBSA3AHA KaK C MNPaBUIMbHOCTbIO U3MEPEHUS, TaK U C MPeLn3noH-
HOCTbIO U3MEPEHUSI.

[TpumevyaHune 2— TOYHOCTU HE MOXKET ObITb NPNAAHO YNCNOBOE 3HAYEHNE B TEPMUHAX U3MEPSAEMOWN BENMNYN-
Hbl, MOXET ObITb AaHa NULLIb ONUCATENbHAs XapakTePUCTUKA KaK «4OCTATOUHON» UMK «HEAOCTaTOYHOW» ANS YCTAHOBIEH-
HOW 3aaa4n.

[TpumevyaHune 33— OueHKoOW obpaTHOU MEPbBI TOYHOCTU MOXET DbITb «CMELLEHMEY, ONnpeaensieMoe Kak «3Ha-
YEHNE MUHYC MPUHATOE UCTUHHOE (OMNOPHOE) 3HAYEHNEY.

[Tpunmevanune 4 —B mexagyHapogHom ctaHgapte SO 3534-1[1] BMeCTO « MICTUHHOIO 3HAYEHUA» UCMONb30-
BAHO NOHSATUE «MPUHATOE OMOPHOE 3HAYEHUE», KOTOPOE MOXET ObliTh TEOPETUYECKUM (MCTUHHBIM), MPUNUCAHHbLIM, COrma-
COBaHHbIM KOHCEHCYCOM, METOA-3aBUCUMbIM 3HAYEHNEM.

[TpnmevaHue 5—BHacTosilwem cTaHAapTe NOHATUE « TOYHOCTb U3MEPEHUS» CBA3AHO KaK C MPaBUNbHOCTbIO
(trueness) nameperus (3.33), Tak U C NPELN3NOHHOCTBIO (precision) namepenunst (3.23).

3.2 aHanut (analyte): KOMNOHEHT, NpeAcTaBNeHHbIM B HAUMEHOBaHUU N3MepAeMOUnN BENTNYUHDI.

lIpumep — B HaumMeHo8aHuUuU eenuvduHbl «Macca 6enka 8 24-yacoesou moyvde» «6es10K» s1es1Isemcesi aHaaumom.
B «konu4yecmaeae sewjecmea 2/1I0K03b] 8 rn/1a3Me» «2/IlK03a» siensiemcest aHanumom. B ob6oux cny4yasix eecb mep-
MUH npedcmassissem cobol uamepsiemyro gesiuduHy (3.17).

3.3 aHanuTudeckad cneundunvHocTb (analytical specificity): CBOUCTBO npoueaypbl UsMepeHna name-
PATb TONBKO U3MEPAEMYIO BETTUYUHY.

3.4 cMelWleHUe usMepeHua (bias of measurement): PasHuua mexay oxxngaHmem pesynbtata Usmepe-
HAA N UICTUHHBIM 3Ha4YEeHUEM U3MEePAEeMON BENNYNHDI.

[TpumeyaHune— OueHKON ABNAETCH «CTaTUCTUYECKas Npoba CMELLEHNS UBMEPEHUS», KOTOpas NPeacTaBnsaeT
cobon «cpegHee 3Ha4YeHNEe MUHYC €€ OMOPHOE 3HAYEHUEY.

3.5 kKanubpoBkKa (calibration): CoBOKyNnHOCTb onepauui, ycTaHaBNMBaOLWNMX B 3afaHHbIX YCNOBUAX
COOTHOLLEHMNS MeXxay 3HaYeHUAMMN BeNMTMYUH, NoKa3aHHbIX CpeaACTBOM U3MEPEHNN UNU N3SMEPUTETNBHOMN CUCTE-
MOW, U 3HAYEeHUSIMIN, NpeacTaBneHHbIMAU MaTepuarbHOM Mepon U1 cTaHgapTHLIM 0bpa3LOM, N COOTBEe-
TCTBYHOLW MM 3HAYEHNAMW, BOCMPON3BOANMBIMN 3TalTOHaMN.

IMCM, cTtaTtba 6.11]
3.6 npoToKon nepeHoca (kannbpoBkU) [(calibration) transfer protocol]:

[eTanbHoe onucaHue NpUnMcbIBaHNA 3Ha4YeHUA BeNUYMHbI cTaHaapTHOMY obpasLy ¢ MCNoNb30BaHNEM
3aJaHHON nocrneaoBaTelbHOCTU MEeTOAMK BbINOMHEHUS U3MEPEHUN, KannbpoBaHHLIX CTaHAaPTHLIMW 0bpas3-
LlaMW BbICLLEro ypOBHS ANA BENMYNHBLI TOrO e Buaa.

1) 3T1oT cnoBape NOAroTOBNEH M U3gaH oT uMenn: MexayHapoaHoro 610po mep n BecoB — MBMB (International
Bureau of Weights and Measures — BIMP); MexagyHapogHon anektpoTexHudeckon kommccemn — MO3IK (International
Electrotechnical Commission — IEC); MexagyHapogHon deaepaunm KIIMHUYECKOW XUMUKM N NabopaToOpHON Meanuu-
Hbl — MOKXJIM (International Federation of Clinical Chemistry and Laboratory Medicine — IFCC); MexxaynapoaHown opra-
Hu3aumm no crangaptudaumm — SO (International Organization for Standardization — 1SO); MexayHapogHoro cotosa
yncton n npuknagHon xmmmm — MCUTX (International Union of Pure and Applied Chemistry — IUPAC); MexXayHapoaHoro
coto3a uncron u npuknagHon punankm — MCUTI® (International Union of Pure and Applied Physics — IUPAP); MexayHa-
poaAHOW opranmn3aumnm sakoHogartensHon meTponormm — MO3M (International Organization of Legal Metrology — OIML).

2
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3.7 kanunobpartop (calibrator) [kannbpoBo4YHbIN MaTepuan (calibration material)]: CtaHgapTHbIA 0bpa-
3eLl, YMCNOBOE 3HAYEeHME KOTOPOro UCTMONb3YEeTCHA Kak He3aBUCMas nepemMeHHast B KannbpoBoUHON OYHKLNA.

3.8 aTtTrecTOoBaHHbLIN CTaHAApPTHbLIN obpas3el (certified reference material; CRM): CtaHgapTHEIM 0bpa-
3el, C NPUNOXEHHLIM K HEMY CepTUPUKATOM, OOHO UM HECKOMNbKO 3HAa4Y€HM CBOUCTB KOTOPOIO YCTAaHOBMEHD
npu atTectaunn no MeToanke, obecnevmBaroLLieid METPOMNOMMYECKYHO NMPOCNeXXNBaeMoCTb eANHNULBI pa3Mepa
CBOWCTBA, a KaXkgoe aTTecToBaHHOe 3HauyeHWe conpoBoXagaeTcd 3Ha4YeHneM HeonpedeneHHOCT ¢ 3aJaHHON
O0OBepPUTENbHOU BEPOATHOCTLIO.

IMCM, cTatba 6.14]

3.9 KoMMyTabenbHOCTbL MaTtepuana (commutability of a material): BnM3ocTe COOTBETCTBUA MeXay
MaTeMaTU4YeCKUM OTHOLUEHMEeM pe3ynbTaToB M3MepeHUU, NONMyYeHHbIX ABYMA MeToauKaMy BbINMOSTHEeHUS
n3MepeHnn ana ycTaHoBNeHHOW BeNMUUnNHBI B AaHHOM MaTepuane, ymateMmaTuiecknm oTHoLLEeHUeM pesyrbTa-
TOB U3MEPEHUN, NONYYEHHLIX TEMU XXe ABYMSI MeToAnKaMK BbINONMHEHUS1 U3MepeHU And BENUYUHBLI B PYTUH-
HbIX NMpobax.

[TpnmMmeyaHne—3To NpaBUNO OTHOCUTCH TAKXKe K NEPBUYHBLIM 3TanoOHaM U BTOPUYHbIM Kannbpartopam ¢ y4e-
TOM MaTpULibI.

3.10 BnuawLwadaBenunuuHa (influence quantity): BenudumHa, koTopada He ABNAeTCA USMepPAEeMON, HO OKa-
3blBaeT BNMAHME Ha pe3ynbTaT UsMepeHNs.

[IMCM, ctaTtba 2.7]

3.11 MexayHapoAHO NpU3HaHHbIN Kanubpartop (international conventional calibrator); [MeXxayHa-
POOHO NPU3HaHHbLIN KanMopoBOYHbIN MaTepuan (international conventional calibration material)]: Kannt-
paTop, 3Ha4YeHne BeNTMYUHbI KOTOPOro MeTposiormdeckn He npocnexeHo ao eguHuubl CH, a npunmucaHo Ha
OCHOBE MeXAyHapoaHOoro cornaweHus.

[ PpMMe4yYyaHWeE— BenndnHa onpegeredHa no OTHOWeHWKO K npeanonaraeMmoMmy KnmHNYeCKOMy rNnpmMeHeHnio.

3.12 MexpayHapogHO npusHaHHaa pedepeHTHaAA MeToAUKa BbINONIHEHUA U3MEpPeHUMn
(international conventional reference measurement procedure): Metoguka BbINoNMHEHNA USMepeHn, aaroLlad
3Ha4YeHUs, KOTophble ABMNAKTCA MeTPOoNormMyeckn HenpocnexmsaeMmoiMn 4o eamnHnL, CU, HoO koTopkle No MexXxay-
HapoaHOMY cornalleHUo UCNonb3yloTCA Kak 3TanoHHbIe 3HaYeHUa aAnsa onpegeneHHon BennYnHbI.

[ PUMEYAHWE — Bennumnna onpegersieHa rno OTHoOWeHWO K npeanonaraemMmomy KInmHUYeCKOMyY NnpmMmeHeHumo.

3.13 MexpayHapogHbIU 3TanoH uaMmepeHud (international measurement standard) [MeXxxgyHapoAHbIN
aTanoH (international standard)]: 3TanoH, npuU3HaHHbIN MeXXayHapOoaHbIM cornalleH1UeM And Toro, Ytobbl Chny-
XXUTb Ha MeXayHapogHOM ypOBHe OCHOBOW ANS 3Ha4YeHUW Apyrux atanoHoB eguHULBlI AaHHOW BENMUYUHBL.

IMCM, cTtaTtbs 6.2]

3.14 matpuua(MaTepuanbHon cucteMsbl) [matrix (of a material system)]: CoOBOKYNHOCTb KOMMNOHEHTOB
MaTepuanbHOWU CUCTEMBI 3a UCKMToYeHUeM aHanuTa [2].

3.15 mMmaTtpuuHbiu achdekT (matrix effect): BnusHme CBOUCTB Npobbl, OTNUYALWMXCHA OT CBOUCTB U3Me-
pAeMON BENMUYUHBI, HA U3MepPeHne N3MmepaemMon BenMYnHbl B COOTBETCTBUM C 3adaHHOWM NpoLleaypon nsmepe-
HMUA U, cneaoBaTesibHO, Ha 3HavYeHne sMmepaemMoun BermMYnHbI.

[MTpumevaHune 1— CneundPunieckon NPUHNHON MATPUYHOIO sdpdhekTa SBMNAETCH BINUAIOLWAS BENMMYMHA.

[TpunmevaHnune 2—MarpuiHsim sddekTtom nHorga ownboOYHO Ha3bIBAKOT OTCYTCTBME KOMMYTABENBbHOCTH,
BbI3BAHHOE AeHaTypaunen aHanmTta nnm gobaBneHnemM HECBOMCTBEHHOIO KOMIMOHEHTA («CypporaTHOro aHanutay) ¢ Uenbio
CUMYIMPOBaTh aHarnwuT.

3.16 BenuuuHa (namepumasg) [(measurable) quantity)]: CBOUCTBO ABNEHUA, Tena NN BeLLECTBA, KOTO-

poe MOXET ObITb PasnMYMMO Ka4eCTBEHHO U onpeaeneHo KONMMYeCcTBEHHO.
IMCM, ctaTtbsa 1.1]

[MTpumevaHne 1— CBONCTBA, KOTOPbIE BbIPpaXeHbl B HOMWUHANBbHOW LWKANe, He SIBNAOTCH U3MEPUMbBIMU BETNW-
YUHAMMN.

[TpunmevaHune 2—«/amepumyto BENNYUHY» HE CNEAYET NyTaTb C «aHaANUToM» (3.2).

3.17 naMmepsaemas BenuvmHa(measurand): KOHKpeTHas BeNMYnHA, ABNSOLLAACH OO bEKTOM U3MEPEHUS.
[IMCM, cTtaTtbsa 2.6]

[MTpumevanune 1— Cm. 3.2, npumep.

3.18 MeToguKa BbiNnoNHeHUA naMepeHun (measurement procedure): COBOKYNHOCTb KOHKPETHO OnuncaH-
HbIX onepauun, UCNOoNb3yeMbIX MPU BbINOJTHEHUN KOHKPETHBIX M3MEPEHNUN B COOTBETCTBUM C AaHHBIM METOA0M.
[IMCM, cTaTtba 2.5]
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3.19 atanoH (measurement standard): MaTtepunanbHaa mepa, cpedCTBO U3IMeEpPeHUN, cTaHdapTHBLIN
obpaseL U1 namepuTenbHasa cuctema, npegHasHavyeHHas anst YyCTaHOBNEHUS, peanm3aumn, XpaHeHnst 1 BOC-
npounsBegeHnsa egmHULLbI UM OQHOIo Unu Bonee 3Ha4YeHUs! KaKON-To BENUYNHBI.

IMCM, cTaTtbsa 6.1]

[MTpumevaHune 1—][aHHbIN 3TANOH (U3MEPEHNIN) C NPUNUCAHHBLIM 3HAYEHMEM AN OQHOW BENUYUHBI MOXET
NHOIAA CNYXWUTb CTaHAAPTHLIM 06pa3LoM ANs METOAMKN BbINOINHEHUS U3MEPEHNN, AAatoLeEN 3Ha4YeHUs ans bonee Yem o-
HOro TMna BenuynH. (Hanpumep, ctaHaapTHbIM 06pa3sel Ans XONecTePMHA BbINOMHSAET TY Xe ponb Ans 3upoB XONecTepu-
Ha NPV UX onpegeneHnn B BUAe XonecTtepuHa nocne rmaponmaa.)

[TpumevaHune 2— TepMnH «CTaHAAPT» UCMONb3YETCH B ABYX 3HAYEHUAX. «CTAHOAPT U3MEPEHNA» N KHOPMa-
TUBHbIN AOKYMEHT». [MOMNHble TEPMUHBI AOIMKHbBI BbITb UCNOMBb30BaHbI, KOIAa BO3HUKAET COMHEHME.

3.20 MeTop usmMmepeHud (method of measurement): Jlornyeckasa nocnegoBaTtenbHOCTL onepaunia, onu-
caHHasi B obLlem Bnae, UCnonb3lyemas npu BbINOMHEHUN N3MEPEHNI.
IMCM, cTaTtba 2.4]

[MTpumevaHnune 1— Metoaguamepenus, bygy4m onucaH B oOWemM BUae, HE UMEET 3a4aHHbIX YNCNOBbIX XapaK-
TEPUCTUK BbINONHEHUA. [JaHHBIM MeToa MOXET BbiTb OCHOBOW OAHOW UMM HECKOJNIbKUX METOAMK BbIMOITHEHUA U3MEPEHUN,
Ka)gas U3 KOTOPbIX UMEET MPUCyLLUMe en YNCNOBbIE 3HAYEHUS XapaKTePUCTUK BbINOSTHEHUS.

3.21 MeTponorudeckas npocrnexumBaeMocTb (metrological traceability): CBOUCTBO pe3ynbTaTa Usme-
DEHNA NN 3HAYEHUA 3TaNoHa, 3aKnodalolleecq B BOSMOXHOCTU YCTaHOBIEHUA ero CBA3M C COOTBETCTBYIOLL -
MW 3TanoHamMy, OObIMHO MeXAyHapoAHbIMW UMK HaUWMOHaNbHbIMUA, MOCPEACTBOM HEMNPepbiBHOU Lenu
CNTMYEHUN, UMeLNX YCTaHOBIEeHHble HeonpeaeneHHOCTHN.

IMCM, ctaTtba 6.10]

[MTpumevaHnune 1—Kaxgoe CIMHEHNE OCYLWECTBNAETCH METOANKON (pethepeHTHOWN) BbINONMHEHUS N3MEpe-
HUW, onNpeaeneHHON B MPOTOKOIE nepeHoca KanmbpoBKu.

[Tpumevanune 2Z2—VmeroTes pasnnyHblie TUMLI NPOCNEXNBAEMOCTU. B HacTosiwem cTaHgapTe enonb3oBad
TEPMUH « METPONONMYECKasi NPOCNEXNBAEMOCTbY.

3.22 MmeTponorua (metrology): Hayka 06 nsmepeHusix.
IMCM, ctaTbsa 2.2]

[TpumeyaHune—Merponornst BKIIOYaeT B cebs1 BCe TeOpeTUYeckue U NPakTUYEecKne acnekTbl, CBA3aHHbIe C
N3MEPEHNSMN, HE3ABUCUMO OT MOMNPELHOCTU M 00NacTn HAYKN UMN TEXHUKU, B KOTOPOW NX NPOBOASAT.

3.23 npeunsnOHHOCTb U3MepeHuUus (precision of measurement): CteneHb ONU3OCTU MeXOYy He3aBUCKH-
MbIMU pe3ynbTataMn MaMmepeHni, NonyyvyeHHbIMM B onpegernieHHbIX yernosusx [1].

MpumevauHnune 1 —/Tlpeun3amoHHOCTb UBMEPEHUA HE MOXET ObiTb NPMBEAEHA B YUCITOBOM 3HA4YEHUN B TEPMU-

HaX N3MEPSEMON BEMNNYNHBI, & TONbKO B onucarternbHOW QopMe, HAanpuMep «JocTaTodvHas» UNM «HegoctartodHasi» ans
NAaHHOW 3aaa4n.

[MTpumevaHune 2— CreneHb NPELUN3NOHHOCTU OObIYHO BbIPaXXaOT YNCNEHHO CTAaTUCTUHYECKUMU MEepaMn He-
NPEeLN3NOHHOCTU N3MEPEHNN, TAKUMU KaK cpeaHee KBagpaTtuveckoe OTKITOHEHUE U KO3MPDULUMEHT Bapyauumn, KOTOpble Ha-
X0AsTCA B 06paTHbIX OTHOLWEHUSX C NPELU3NOHHOCTDIO.

MTpumevaHne 3—Ilpeun3anMoHHOCTb AAHHOW METOAMKU NOAPA3AENAOT COOTBETCTBEHHO CNEUUPUYECKUM

1
YCIOBUAM NPEeUn3NOHHOCTU. HOBTODHEMOCTI: )CBFI3aHa C cyuweCrtBeHHO He MEHAKLWLWNMUCAH YCITOBUAMUA, €€ HaCTO HA3blBa-

0T BHYTPUCEPUNHOWN MPELUN3NOHHOCTBIO. BOCNPON3BOAMMOCTL CBA3aHA C UBMEHEHUSIMU YCITOBUW, HANpUMepP BbINOINHEHNE
nccneaoBaHui B pasHoe BPEMS, B pa3HbiX nabopartopusix, pasdHbiMK oneparopamm, pasHbiMU U3MEPUTENBbHBIMU CUCTEMA-
MU (BKITIOMas pasnuyums KanmbpaTtopoB 1 NapTUN peareHToB).

3.24 nepBUYHbIA cCTaHAAPTHbLIN obpa3el (primary reference material): CtaHgapTHBIN 0bpaseL, KOTO-
ObIA LLMPOKO NPU3HaH Kak obnagaroLwmm HamBbICLLUMW METPOSIOrIMYeCKMM CBOUCTBAMK 1 BOCNPOUIBOAUMOE
3Ha4YeHne KOTopOoro onpeaeneHo cnoMoLlbio NnepBUYHON pedpepeHTHON MeTOAUKN BEINONTHEHUA U3SMEPEHUN.

[MTpumevaHune 1—TloHATHE «NEPBUYHBIN KanubpaTtop» nogYumHeHo kanubpatopy (cm. 3.7) N NepBUYHOMY
cTaHgapTHoOMY obpasuy.

[Tpumevanune 2—CmMm. 3.26, npumevaHue.

3.25 nepBUYHaa pedepeHTHaAA MeToAuMKa BbINONMHEeHUA U3MepeHUU (primary reference
measurement procedure): PepepeHTHas mMeTognKka BbINONMHEHUA U3MEPEHUN, MMetoLad HauBbICLLUME METPO-

1) AHano2uyHbIM MepMUHOM A8IA6MCH «CXOOUMOCMb .
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niornyeckne XxapakrepucTuKn N COCToSALLIAasa N3 NOMHOCTLIO ONUCBIBAEMBbIX M MOHATHBIX onepaLwnii, 4N KOTOPo
MOXET DbITb YCTAHOBMNEHA MOHAas XxapakTepucTuka HeornpeaeneHHOCTU U pe3yribTaThl KOTOPOW NO3TOMY NP Y-
HAMaOT Be3 CChINKN Ha 3TalrloH U3MepseMOn BENTUYNHbI.

[TpnmedaHun e — KoHcynbratuBHbIM KOMUTET Mo KonndecTBy BewectBa; KKKB (The Consultative Committee on
Amount of Substance; CCQM) npn MexagyHapoagnHom 6topo BecoB n mep; MBBM (International Bureau of Weights and
Measures; BIPM) onpegenun «nepBUYHLIN METOA N3MEPEHUA» KaK METOA, UMEICLLMA HAMUBLICLLME METPOITOTMYECKMNE Xa-
PaKTEPUCTUKN, C NOAPOOHO N3NOXEHHBIMU U NOHATHBIMW METOAMKAMM, A5 KOTOPOro YCTAHOBIIEHWE MONTHOW HEOMNpPEAENeH-
HOCTU MOXET ObITb ONMMCAHO B TepMUHaX eanHunl, CWY n pesynbrartbl KOTOPOro NPUHUMAaOT Be3 CCbINKWM Ha 3TanoH N3mMmepsie-
MON BenuquHbl. [Onsi onpegeneHnst KONMMYecTBa BELWECTBA B KA4YeCTBE MNEPBUYUHBLIX pedEepeHTHbIX METOAMK Obinn
YCTAHOBNEHbI Crneaylouwme npuHUnnbl U3MEPEHUs. MacC-CNEKTPOMETPUSA C U3OTOMHbIM pa3baBrneHneM; KyrnoHOMETPUS;
rpaBuMeTpus; TUTPUMETPUA U KpUoMeTpus. TepMuH «onpegensowmmn metoa» onyuweH B MCM, ogHako ero nHorga npume-
HAOT B OTHOLWWEHUN TWAaTENbHO U3YYEHHOU N OLUEHEHHOW pedepPeHTHON METOAMKN BbINONTHEHNS U3MEPEHUN (CM. 3.29) Bbl-
COKOW TOYHOCTM.

3.206 nepBUYHbLIN 3TaNoOH [primary (measurement) standard]. 9T1anoH, KOTOPbIN YCTAHOBIEH U LUNPO-
KO NpKU3HaH Kak obnagatowmin HamsbiCLLMMA METPONOTMYECKMMUN CBOUCTBaAMU U BOCNPOU3BOANMOE 3HAYEeHNE
KOTOPOro NPUHATO 6e3 cpaBHEHNA C APYrMMU sTarioHaMn TON Xe BENUYUHBI.

IMCM, cTaTtbs 6.4]

[TpunmeyaHwmne—[nacraHgapTHbIX 00pa3LOB 3HAYEHNE MOXKET BbITb MONYYEHO C NOMOLWLIC NEPBUYHON pede-
PDEHTHOWN METOANKU BbINMONHEHUA U3MEPEHUN.

3.27 kanuopatop npopykta (product calibrator): KannbpaTtop, N3roToBMNeHHbIN NPOU3IBOAUTENEM W
npegHasHadyeHHbIM ANna NpUMeHeHNda ¢ KOHEeYHbIM NPOAYKTOM Nponu3BoanTens.

3.28 cTaHpapTHbIM obpasey (reference material; RM): MaTepuan nnm sewecTso, 3Ha4eHUA 04HOU UNU
bonee KoONMYeCTBEHHOW OLLEHKNA CBOUCTB KOTOPOro A0CTAaTOMHO OAHOPOAHLI U onpeaeneHbl ANsl UCNoNb3oBa-
HUS UX ANa KannbpoBKKU NpuUbopa, OLEHKU MeTOAUKN BbIMOMHEHUSA U3MEePEHUIN UMY NPUNUACLIBAHUSA 3HAYEeHNN
MaTepuanam.

[MTpunmevanune 1—Apantnpoano (B MCM, ctatbs 6.13 aTOT TEPMUH ONpeaeneH Kak «0bpasLoBoe BELLECTBOY ).

[TpumevaHnune 2—IllpunaratenbHoe «0QHOPOAHBIN» OTHOCUTCH K PU3NYECKON TOMOTEHHOCTUN MEXAY MaKpO-
CKOMUYECKMMUM YacTAMW Matepuana, a He K MUKPOreTepOreHHOCTU MeXaQy MONeKynamu aHanumra.

3.29 peddepeHTHad MeToAuUKa BbINONMHEeHUA U3MepeHUN (reference measurement procedure): Tula-
TeNbHO MU3y4YeHHada MeToanKa BbINONMHEHUA U3MepeHU, gatollas 3HavYeHUs ¢ HeonpeaeneHHOCTbLIo N3Mepe-
HAS, COOTBETCTBYIOLWLEN NpeanonaraemMomMmy MNpUMEHeHUo, 0CcobeHHO NpUu oueHKe MNpaBUNbHOCTU APYrKuX
npoLeayp naMmepeHust Anst Ton e BENUYUHBLI U NMPU XapaKTepUcTuke ctaHaapTHLIX obpasuos [3].

3.30 BTOpPUUHbLIU 3TANOH [secondary (measurement) standard]: 3TancoH, BOCNpon3BoguMoe sHayeHue
BeMMUNHBI KOTOPOro YCTaHaBNMBAKOT B pesynbTaTte CliMyeHUda ¢ NepBUYHBLIM 3TalilOHOM TOW XXe BEeNMUYUHBI.

[IMCM, cTatbsa 6.5]

3.31 NcTUHHOe 3HavYeHUe (Benu4iuHbl) [true value (of a quantity)]: 3HavyeHWe, agekBaTHOE onpeaene-
HUIO AAHHOW KOHKPETHOW BENMUYMHBI.

[IMCM, cTtatba 1.19]

[TpumevaHune 1— 310 3HAYEHUNE, KOTOPOE MOITIO Bbl BbITH NONYYEHO NYTEM MAEAlNbHOINO N3MEPEHUSI.
[MTpumevaHne 2—VcTUHHbIE 3HAYEHUSA NO CBOEW NMPUPOOE HEONPEOAENUMBI.

[TpumevaHne 33— B WHOCTpaHHLIX A3bIKaX C NOHATUEM «UCTUHHOE 3HA4YEeHUE» NCNONb3YETCH, KaK NpaBunno,
HeonpeaeneHHbIn apTuUKnb (a, une, ein, un), a He onpeaeneHHoin (the, la, der, el), Tak Kak MOXeT BbITb MHOIO 3HAYEHUN, CO-
OTBETCTBYIOLMX onpeaeneHnio JaHHON KOHKPETHOW BENNYUHBI.

[MTpunmevaHnune 4—«OnpegeneHne gaHHOW KOHKPETHOW BENMUYNHBI» MOXET ObITb BKITHOYEHO B MPUMEHSIEMYIO
METOAWUKY BbIMNONMHEHNA N3MePEHUN. [103TOMY NCTUHHOE 3HAYEHNE MOXET 3aBUCETb OT KOHKPETHOW METOANKN BbIMNONMHEHWS
N3MEPEHUN.

3.32 KOHTpONbHbLIN MaTepuan npaBuUnbHOCTU (trueness control material): CtaHgapTHEIN 0bpaseL,
npUMeHsieMbIA ANSA OUEHKN CMeLLEHNS] NU3MePEeHUS B U3MepPUTENbHON CUCTEME.

3.33 npaBUNBbHOCTbL U3MepeHUA (trueness of measurement): CteneHb 6NNM30CTU cpeaHEero 3Ha4YeHus,
NONy4YeHHOro U3 DONbLIOK Cepun pe3ynbTaToB U3MEpPEeHUn, K MICTUHHOMY 3HaYEeHUIO.

[Tpumevanne 1— OnpeageneHne, agantuposaHHoe u3 1ISO 3534-1[1], nyHKT 3.12: «...pe3ynsrarbl TECTa U
NPUHATOE ONOPHOE 3HAYEHUE», KOTOPOE MOXET BbITb TEOPETUHECKUM (MCTUHHBLIM), NPUMUCAHHBIM, NPUHATBIM NYTEM KOH-
CeHcyca nnm MeToa-3aBUCUMbIM 3HAYEHUEM.

[Tfpumevyanunme 2— OTHOCUTENBHO BbIPAXEHUS K UCTUHHOE 3Ha4YeHUe» cM. 3.31, npumevyaHue 2.
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MpumevaHue 33— lpaBUNbHOCTU N3MEPEHUA HE MOXKET ObITb NPUAAHO YNCITOBOE 3HAYEHMNE B TEPMUHAX U3-
MEPSEMON BENUYMHbLI, a MU NOPSAKOBOE (Hanpumep, JocTaTovHasi, HegocTaTtovHas ).

[MTpnmevaHue 4 — CreneHb NPaBUIIBHOCTU OObIYHO BbIPAXKAKT YUCMNEHHO 4Yepe3 CTAaTUCTUYECKYID Mepy
«CMeLLEeHnE» , KOTopoe 0DpaTHO MO OTHOLLEHWUIO K MPaBUNBbHOCTY M NPeACcTaBnsieT cObon pasHMLy Mexay OXugaeMbiMn pe-
3ynbrataMmu N3amepeHuss 1 UCTUHHBIM 3HAYEHUEM U3MEPSEMON BEMNUYUUHBI.

3.34 HeonpepgeneHHOCTb U3MepeHUA (uncertainty of measurement): [NapameTp, cBA3AHHLIU C pe3yb-
TAaTOM U3MEPEHUS, XapaKTepusyrLnn paccesaHue (pasbpoc) sHauyeHnn, KoTopble MOTyT ObITb 0OOCHOBAHHO
npunucaHbl nsmepsiemon senunymHe’).

IMCM, cTaTtbs 3.9]

MpumevyaHune 1—BkavecTBe napamerpa MOXeT ObITb UCMONBb30OBAHO, HAMPUMEP, CpeaHee KBaapaTUyecKkoe
OTKITOHEHWE UINU KpaTHOE eMY, UMK NONOBUHA MHTEPBana ¢ 3aaHHbIM YPOBHEM [0OBEPUTENBHOWN BEPOSTHOCTM.

[Ipumevyanmne 2Z2—KOMNOHEHTLI HeEOMPeaeneHHOCTU OUEHUBAKOT 3SKCMEPUMEHTANBbHO U3 CTAaTUCTUYECKUX
pacnpeagenenun (Tnn A) nnm OUEHMBAOT U3 AO0MNMYCKAEMOW BEPOSATHOCTU pacnpeneneHnsi, OCHOBAHHOW Ha 3KCNEPUMEHTE
nnu apyron nHcpopmaumm (tun B) (cm. [4]). Bce KOMNOHEHTLI BbipaXatT Kak CTaHAAPTHbIE HEONPEAENEHHOCTN, KOTOPbIE
0ObEANHAIOT B OQHY UTOIOBYIO HEONPEAENEHHOCTD.

3.35 Banupauua (validation): lNNoaTBepxaeHne Ha OCHOBE MNpeAcTaBiEHUA OOBLEKTUBHBLIX CBUAE-
TEeNbCTB TOro, 4YT0 TpeboBaHWUA, NpegHasHaYeHHble ANS KOHKPETHOro UCMOMNb3oBaHUA UMW MPUMEHEHUS,
BbINOJIHEHBI ([3], NYHKT 3.8.5).

3.36 Bepudmkauuma (verification): NoareepxxaeHne Ha OCHOBeE NpeAcTaBneHns OOBLEKTUBHBIX CBUAE-
TeNbCTB TOro, YTO YCTAHOBMNEHHbIE TpeboBaHUA ObINK BbINONHEHLI ([5], NYHKT 3.8.4).

3.37 pabouum atanoH [working (measurement) standard]: 3tanoH, 00bIMYHO NCNONBL3YyeMbIN ANHA Kanno-
DOBKM (MOBEPKN) NN KOHTPONMA Mep, CpeacTB UBMEPEHNN UM cTaHOAapTHLIX 0bpasLOoB.

IMCM, cTaTtbsa 6.7]

4 Lleno4yka MeTpONOrM4YecKkom NpocrnexmnBaeMoCcT U nepapxmus KanmopoBKK

4.1 NMpuHuunel

4.1.1 lNepen ycTtaHOBNEHNEM LLEMOYKA METPONIOrMYeCcKoU NPOCNexXnBaeMocTn namepsaemMas BeflimdmHa
OOIMKHAa ObITb ONpeaeneHa co CChINKoW Ha npeanonaraemMoe UCNofb3oBaHWe pesynbTaTta And NPUHATUS Meaun-
LUHCKNX pewieH. OCHOBaHUSIMWU ANA 3TOro onpeaeneHns AoKHbl ObITh crneaytoLume:

a) Npeanonaraemoe UCNonb3oBaHWe B OTHOLUEHUU KOHKPEeTHOro MeauUMHCKOro pelleHuna [Hanpumep,
xopuoroHagoTtponuH (hCG) B nnasmMe Kak Mapkep onyxonu nnm npu yctaHoBNEHUMN U MOHUTOPUHIe bepeMeH-
HOCTHU];

b) duonormndyeckas cuctema (Hanpumep, YenoBeveckasd nnasma) U Kakomn-nnbo onpeaeneHHbIN KOMMO-
HeHT (HanpumMep, UOH HaTPUA) OANA XapakTepUCTUKN BENUYUHBI, KaK 3TO YCTAHOBNEHO COOTBETCTBYHOLLMMN
MeXAyHapoaAHbIMW Hay4YHbIMW opraHusaumsamun (Hanpumep, MexayHapoaHou dpeaepaunen KnMHUYECKOW
XUMUKX N NadbopaTopHON MeanLnHbl, MexXxayHapoaHbIM KOMUTETOM CTaHOapTU3aLUUnM B reMaTonormmn) n /mnu
npoussoanTEeNeM;

C) poAd BenunYMHbI (HanpumMmep, KoHUeHTpauua KonmdecTBa BellecTBa), onpeaeneHHbln ['eHepansHOU
KOH(pepeHunen no secam n mepam (I KMB), MexxayHapoaHou opraHusaumnen no ctaHgaptmsaunm (MCO), Bee-
MUPHOW opraHusaumnen sgpasooxpaHeHusi (BO3), mexayHapoaHbIMU HAYYHBIMW OpraH13aLuaMmm n/Unm npons-
BOAUTENEM;

d) eanHuua nsmepeHuns (Hanpumep, MMonbs/n) nnu nHas, onpegenedHasa N'KMB, BO3, mexxagyHapoaHbl-
MW Hay4YHBIMW OpraHn3auMssMn U/Unn NPoU3BoAUTENEM.

4.1.2 Uenbio MeTponormyeckom NpoCcreXXMBaemMocTu SABNAETCH AOCTUKeHUe BO3IMOXHOCTU BhlpaXkaThb
pe3ynbTaThl, NOMTYYEHHLIE C MOMOLLbLIO KanmbpoBaHHOW (aTTECTOBAHHOW) PYTUHHOW METOANUKA BbINOMHEHUS
N3MepPEeHUn, B TEPMUHAX 3HAYEHUW, NONYYEHHBIX HA HAUBbICLLEM AOCTYMNHOM YPOBHE MepapXnn KannbpoBKX.
Llenb MeTponorniyeckon npocneXXMBaeMocT AokHa ObITb YCTaHOBMNEHA A0 Havana oKoHYaTeNsLHOro nsmepe-
HUS1 M AOBKHa ObITh OnMcaHa nepapxmen KanmbpoBKKU, HUCXoAALLEN B MPOTUBOMNONOXKHOM HaNpaBneHnu, T. e.
OT MeTPONOrndeckun BhiCLLIEro aTanoHa 4o pesynbtata KOHeYHOoro notpebutens (CM. pUCyHOK 1).

4.1.3 Kaxabl ypoBeHb B nepapXxmn KanndpoBKn AoMKeH ObITb NpeacTaBneH MeToaMKON BbINMONHEHUS
N3MepPeHA UNKU 3TanoHOM, NpUYeM nocneaHu ABNSAETCA U3IMEPUTENbHOM CUCTEMOWU UMW CTaHOaPTHLIM
o6 pa3LoM, BbIMOMHSAOWMM PYHKUNK KanubpaTtopa.

1) NononHumensHas uHopmauyusa cooepxxumes a8 1ISO 5725 [6]—[11].
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KanubpoBka

Marepuan \ Mertoauka BHeapeHve u.(y)
e

[TpunuceiBaHU

JHauEeHUHA

a) OnpegeneHune

eavHuubl CH, paHHoe
[KBM (CGPM)

b) [epBuiHasi pecbepeHTHast MBBM, HMW® ANPK®
MEeTOAUKA BbINOJIHEeHUA

c) MNepBUYHBLIA n3mMepeHuin MEBM. HMIA2

Kanubparop

d) BropuyHasa pedepeHTHan
METOAWKA BbIMNOSIHEHUSA

N3MepeHn HMW, AJTPU

e) BTOpU4HbIA

kanubparop” HMU, AlPW, 1IN

f) BoibpaHHaa nponssoauTenem
MEeToAuKa BbINONHEHUS
N3MEpPEeHNA nn

g) Pabouuin kanndpatop nn
b
NPOWU3BOANTENS h) YcTaHoBNeHHas NpoussoauTenem

METOAIMKA BbINONHEHUS
N3MepeHUn nn

i) Kanubparop,

U3roTOBNEHHbLIN
npouaao.qmenemb
nmi
|) PyTUHHas MeToOMKa [lponaBoguTens
BbIMOSTHEHUS U3MEPEHU W/ MNn KOHEYHbINA
KOHEYHOro notpedurens norpebuTens
PyTuHHaA npoba KOHEUHb! i
norpedurens
PE3YIIbTAT KOHe4HbIN
noTpebutens

9 [1pn yTBEPXAEHUN MEXAYHAPOOHLIMN HAYYHbIMW/ MEeANLUMHCKUMW opraHn3aymsammn, Hanpumvep MexagyHapoaHou
dheaepaumnen KIMHNYECKON XMMUK 1 nabopartopHon megnuvHbl, BcemmpHOW opraHm3aunen 3apaBooxXpaHeHuns.

b Kannbpartop moxeT BbITb Matepyanom ¢ MaTtpuuel, HanoMUHAaWeN NPobbl YEenoBEYeCKoro NPONCXOXAEHNS,
KOTOPbIE AO0ITKHbI ObITb N3MEPEHL! PYTUHHBIMU METOANKAMMW BbINONHEHUSA N3MEPEHUN KOHEYHbIX NOTPEbUTENEN.

CokpauweHus: AIIPU — akkpeauntoBaHHas nabopatopusi peepeHTHbIX namepeHun (HesaBsncnmasi nabopartopus
nnun naboparopwus nponssoautens), MbBM — MexayHapoagHoe 6topo BecoB n mep (International Bureau on Weights and
Measures; BIPM); TKBM — [N'eHepanbHas koHpepeHumus BecoB n mep (General Conference on Weights and Measures,
CGPM); TN — nabopaTopus nponzsogntens; HMA — HaunoHanbHbIN METPONOTNMYECKUA MHCTUTYT.

ObosHaveHune u, (OCb y) YCTAHOBMNEHO AN CYMMapHOW CTaH4ApTHOW HeonpeaeneHHOCTU U3MEPEHUS.
[[Opn3oHTanbHbIE YEPTOYUKKN, PACNONOXeHHble cnpaBa nog 0603Ha4YeHnem U, (0Cb y), He 0DpasyloT WKany.
OnpedeneHusa noHamuu ripusedernl 8 4.2.2, nepeyucneHUax om a) 60 ) coomeemcmeeHHO.

OTBETCTBEHHOCTbL NPOU3BOAUTESNA 382 METPOSIONMYECKYIO MPOCINEXNBAEMOCTb, 4OMKXHA HAYNHATBLCH C MPUNNCAHHO-
ro 3Ha4YeHus Ans n3aroToBNsAeMoro kanunbpartopa n 3akaH4MBaTbCH HA BTOPUYHOM Kannbpartope nnm BTOPUHHON pedepeH-
THOW MeToAuKe BbINOJTHEHUS U3MEPEHUN B CrnydasX, KOTopble MOryt nmete mecto. ([locnegHnm cermeHT orpaHundeH
rOPU3OHTANBbHbLIMU MPEPLIBUCTBIMU NMHUSIMW ). [1pON3BOANTENBb AOIMKEH TAKXKE OTBEYATb 3a UHCTPYKLU MO NO NPUMEHEHMUIO.

METpOJ’IOFH‘-IECI{aFI NPoCcnnexXxmnBacemMoCTb SHAYEHUA, NPUTTINCaHHOTO KOHTPOITbHOMY MaTepualty npasuiibHOCTU, O O0J1XK-

Ha NCMONb30BaTb MEPAPXUI0 KANNDPOBKK, MOKA3aHHYI0 B COOTBETCTBUM C MEPEHNCTIEHNEM i) KaK KKOHTPOIbHbIM MaTepuari
NPaBUINbHOCTU, N3rOTOBIEHHbIN NPOU3BOANTENEM .

PUCyHOK 1 — 3KCTEHCUBHaA nepapxms KannbpoBKM N METPONMOrMYECKas Npocnexmsaemocts 4o eanuny C(cm. 4.2.2)

v
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4.1.4 [aHHbIN 3TanoH U3MepeHust ¢ ero NPUNUCcaHHbIM 3Ha4YeHUeM A0IKEH CNYXKUTb KanmbpaTopom 3Ta-
fIOHa cneayroLlero HU3LWero ypoBHA Yepes MeTOAMUKY BbINMOTHEHUA N3MEPEH U NN Yepes 3aaHHbIN MPOTOKON
nepeHoca.

[1punmeyaHune—Korga kannbposovHas PyHKUNS OCHOBaHa bonee 4Yem Ha 0gHOM Kanunbparope, Takue Kanmob-
paTtopbl MOTyT ObITb PA3NUYHBIMU MO NPOUCXOXAEHUIO UNK BbITb NPUTOTOBIMEHBI U3 OQHOIO 3TaNOHa, HaNPUMepP NyTeM pas-
baBneHus.

4.1.5 3HaveHune, npunucaHHoe 3TarioHy U3MepeHUs Ha AaHHOM YPOBHE, ACIMKHO COMPOBOXAATbCH
HeonpeaeneHHOCTbIO U3MepeHUs, KoTopas A0KHA BKITHoYaTh B cebd Bce nocnegoBaTeribHble Heonpeaenex-
HOCTW 3TaSIOHOB N METOAMUK BbINMOSTHEHNSA U3MEPEHNI BCEX BbICLLUMX YPOBHEN nepapxum KkanmndpoBKu.

[TpunmeyaHune— MN3bpaHHas xapakrepncTuka HeonpeaeneHHOCTU AorMKHa NpeanoyYTUTeNbHO BbITh OLUEHEeHa B
COOTBETCTBUM C « PYKOBOACTBOM MO BbIPAXEHUIO HEONPEAENEHHOCTU namepenuns» [4] (cm. pasgen 6).

4.1.6 [na obecnedyeHnss noaTBepXAeHUA LEenovYkn METPONormiyeckon npocneXmnBaemocT BennymHa
OOMKHa ObITb 0QHOW 1 TOM XKe Ha BCeX YPOBHAX. AHanuTnyeckasi cnendpniuHoCTb 0NMcaHHoOW pYTUHHON METO-
OUKN N peepeHTHON METOAUKA BbINMONTHEHUS N3MEPEHUN MeTponormieckn bonee BeICOKOro YPOBHS, a TakkKe
CTabUNbHOCTb N KOMMYTabenbHOCTL KannbdpaTopoB A0MKHbLI ObITb M3BECTHBLI U U3yYeHbl. OB A NTOT O0T-
XeH ObITb onncaH B TEXHUYECKOW OOKYMEHTaL N NPpon3BoanUTENS.

4.1.7 OTBEeTCTBEHHOCTb NPOU3BOAUTENSA 3a oNUCaHUE LLIeNoYKn MeTPONorM4eckon NpocneXXMBaeMoCcTy
OOMKHa HavYMHATLCS CO 3HAYEeHUA KanndpaTopa, M3roTOBMEHHOMO NPOU3BoANTENEM, U 3aKaHYNBATHCH Ha 3Ta-
NoHe MeTponornyeckn 6onee BbICOKOrO YPOBHS, UCNONb3OBaAHHOM NpousBoautenem. HeonpeaeneHHOCTb
OTOro 3tanoHa AOKHA BKNoYaTh B cebs HeonpeaeneHHOCTU BceX npeablayLnX YPOBHEN.

4.2 CTpyKTypa U HOMeHKnaTypa

4.2.1 ToOCKOMbKY CTPYKTYpa COBPEMEHHON LLeNOYKN METPONOMMYECKOW NPOCNeXMBaeMoCT 3aBUCUT OT
METPOSTOrMYECKNX BO3IMOXHOCTEN, Ntoboe onnucaHue arieMeHTOB LEenoYvkn JOIMKHO BKNoYaTh B ¢ebs (M CCbl-
natbecs Ha) onpeaeneHnsa TEPMUHOB M NOATBEPXKAEHNE METPONOrMYECKUX CBONCTB N3MEPUTENBHBLIX CUCTEM U
NCMONb3yeMbIX CTaHAapPTHLIX 0Opa3LOoB.

[MTpumevanune 1—PsagblatanoHoB, onpegenenHHbix B MCM, ocHOBaHbl HA HEOBXOAMMOCTU nepapxmm Kanmob-
POBKU Ans Punanyecknx BENUYUMH, TAKNX Kak 4NIMHa, BPEMSA, TEMNEpPAaTypa, gaBneHne, pasHOCTb 3NEKTPUHECKUX NOTEHUN a-
nos, 0bbem n abcopbuus, n BKNovatoT B cebs

- NEePBUYHbLIN 3TANOH,
- BTOPUYHbLIN 3TAlOH,
- OMOPHbLIN 3TANOH,
- pabo4vmn 3TanoH.

[TpumevaHune 2—[na npakTM4eckmnx LUenem — 0CobeHHO Ans BENMUYNH B XMMUN — CIieayeT yYUTbIBaTb pas-
NMUne Mexay arnemMeHTamMmn nepapxmm KannbpoBKY, KOTOPLIE SBNSAIOTCH U3MEPUTENBHLIMU CUCTEMAMM, OMUCLIBAEMbIMUA W
ONEPUPYIOWNMN COOTBETCTBEHHO METOAUKE BbINONMHEHNSA N3MEPEHUN, U TEMU 3NEMEHTAMU, KOTOPbIE UCMONb3YIOTCA 15
KanubpoBKM N3MEPUTENBHbLIX cuctem. ocnegHnn Tmn SNEMEHTOB Nepapxmm KanmbpoBKN HA3bIBAETCH KAanNnMOPOBOYHbLIM
MaTepuanom nnm kannbparopom. ['Npu namepeHnmn BENUYMH B XMMUM MOHATUE «CTaHAAPTHbIM 0Dpaseu» BKNoYaeT B cebs
KanubpoBO4HbIW MaTepuarn n KOHTPONbHbIM MaTepuan npaBuUbHOCTMN.

4.2.2 B paHHOWU nepapxmmn KanmbpoBKU, NpeacTaBnaAlolen MeTPONMOTMYEeCKYo NPOCNeXMBaeMoCTb A0
eanHuL CU, O0MKHBI ObITb MAEHTUPULUPOBaHLI cneayoume NoHATUA, COOTBETCTBEHHO (CM. PUCYHOK 1, a Tak-
e 4.2.31n4.2.4):

a) EaunHnya namepeHuna MexagyHapoaHou cuctemsl eanHul, (CK), kak OCHOBHa4, Tak M NpousBoaHad, ao
KOTOPOW NpeanoyTUTEeN6LHO A0JMKHA ObiTh OCYLWEeCTBIeHa MeTpoiormieckas npocneXXnBaemMocTb, Hanpumep
MOMb, KUNOrpamMmm, Morb Ha KyBU4eckuini MeTp (= MUNAUMOSb Ha NUTP), rpaMm Ha kunorpamm (= 10-3).

b) MNepBUYHaa pedepeHTHas METOAMKA BbINONHEHNS U3MEPEHWA A0MKHA ObITb OCHOBaHA Ha NpuHLUMUne
N3MEpPEHUs, ABNSIOLLEMCS aHalNTMTUYECKU CNeLUgpnUHBIM, METPONOrMYeCcKy npocnexeHa ao eanHuubl CH 6es
CChIJTKM Ha KanmbpaTop TOW XXe BENUYUHLI N A0ITKHA UMETb HaUMMeHbLUYHO HeonpeaeneHHOCTb U3MepeHUs.

[Tpnmevanune 1— MexagyHapogHein kommnTeT BecoB U mep; MKBM (International Committee on Weights and
Measures; BIPM) B 1994 r. o6pasoBan KoHcynbTatuBHbIM KOMUTET Mo KonndecTBy BewecTBa; KKKB (Consultative Councill
on Amount of Substance; CCQM), koTopbI BpEMEHHO NAEHTUDPULMPOBAN BO3MOXHbIE MPUHLWNBLI U3MEPEHUS AN NEPBUY-
HbIX pedepPeHTHbIX METOAUK BbIMONMHEHUA N3MEPEHUIN. MACC-CMEKTPOMETPUSA C N30TOMNHBIM pa3baBrneHnem, KyrnoHOMETPUS,
rPaBUMETPUS, TUTPUMETPUA, KPMoMeTpus (4na onpegeneHmnst OCMONANbHOCTH).

[MTpumevaHune 2—IllepBnyHas pedepeHTHAA METOAMKA BbINOTHEHNA N3MepPEeHNs 0BbIYHO 0400pEHa MEX-
OyHapoA4HbIM NI HAUMOHAlbHbIM METPONTOMTMYECKUM MHCTUTYTOM UMW MEXAYHAPOAHON Hay4HOW opraHmnsaunen. ame-
PEHUSA NPeANoOYTUTENBHO AOITKHbI ObIThb BbIMONMHEHLI METPONMOMMYECKUM MHCTUTYTOM NN nabopaTtopuen, akkpeanToBaH-
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HOW NPU3HAHHbIM aKKPEAUTYIOLLMM OPraHoOM B Ka4ecTBe KannbpoBo4vHOM nabopatopumn ans Takom METOANKN BbIMNONTHEHUS
N3MEPEHNIA.

[TpnmevaHnune 33— MoxercyuwecrTBoBarb bonee yem ogHa nepeuyHas pedpepeHTHas MeToanKa BbINONHEHUA
N3MEPEHUN B AAHHOE BPEMS AN NPUNUCBIBAHNUS 3HAYEHUN BENWYMH OAHHOMY BUAY NEPBUYHLIX KanmnbpatopoB. (3Have-
HUS, MONyYEeHHble ABYMS TAKMMU MeToguKamm ans 4aHHOW N3MepSeMon BENUYNHBI, HE OOMXHbl CYLWLECTBEHHO pa3nnyarb-
CA B npegenax ycTaHOBNEHHOW HEONPeaAeneHHOCTU U NPU YCTaHOBNEHHOM YPOBHE AOBEPUTENBHOW BEPOATHOCTW. )

c) lepBUYHBLIA KannbpaTop ABNSIETCA BOCNPOU3BeAeHNeM (MaTepunannsaLsmnen) eanHnuLLbl U3SMepeHUsa ¢
HaMMeHbLUEN AOCTMXKUMOWN HeonpeaeneHHOCTbIO U3MepeHus. NepBUYHLIN KanmdpaTop A0MKEH UMETb 3HaJe-
HUe, NpunucaHHoe U HenocpeacTBEHHO C MOMOLbKD NepPBUYHON pedepeHTHOU MeTOoAUKU BbINONHEeHUSA
N3IMepeHnUn, NN KOCBEHHO NyTeM onpegeneHna cTeneHn YNCTOThl MaTepuana CoOOTBETCTBYIOLWMM aHaNUTU-
YEeCKMM MeTOO0M.

[TepBUYHBLIN KAaNMbpaTop — 37O MaTepuan, 0bbI4YHO BbICOKOOHULLIEHHBIWA U coaepKallin TOUHO onpeae-
NeHHbIN PUIUKO-XUMUYECKUMM MeTOodaMMU aHanUT, N3YyYeHHbIM Ha cTabuUnNbHOCTb, LUENOCTHOCTbL COCTaBa U
CONPOBOXAaeMbIN cepTUPUKaATOM [aTTECTOBAHHbLIN cTaHAAaPTHLIM 0bpaseL].

[MTpnmevaHnune 4— Cepruurkaums NnepBnyHOro kanmbparopa obbIvHO OCYLLECTBNAETCH naboparopusamm, 06-
nagarvwmmMmmn HamBbICILMMU METPONMOMMYECKUMUN BO3MOXHOCTAMM, TAKUMU KaK MEXAYHAPOAHbIE UM HAUUOHANbHbIE MET-
PONOrMYeCcKne MHCTUTYTHI.

d) BTopuyHasa pedepeHTHaa MeToanKka BbINOMHEHNA U3MEPEHUI AOMMKHA ONUCLIBATb M3MEPUTENbHYIO
CUCTEMY, KoTopas KannbpoBaHa 0gHUM UMW HECKONbKMMU NepBUYHBIMU KannbpaTtopamu.

[TpunmevaHune 5—BropniHas pedepeHTHaAs METOAMNKA BbINONHEHUS N3MEPEHUN MOXKET ObITb YCTAHOBMNEHA
HAUMOHAINbHbIM METPONOMMYECKUM UHCTUTYTOM unn nabopatopmen pedepeHTHbIX N3MEPEHUN, aKKPEANTOBAHHON ANS
3TOW NPoUeaypbl UBMEPEHNU MPU3HAHHBIM aKKPEAUTYIOLWLMM OpPraHoMm.

[TpumevyaHmne 6—Bropuunas peepeHTHaAs METOAMKA BbINONMHEHUSA N3MEPEHUN MOXET BblTb OCHOBAHA Ha
NPUHUUIME N3MEPEHUS, OTNMNYAICLLEMCS OT NMPUHLUMNA NEPBUYHOUN METOOUKM.

e) BTopuuHbIn kKannbpaTop AOMKEH UMETb 3Ha4YeHne, NPUNMcaHHoe ¢ MOMOLLIbHO OHOW UITM HECKOTMbKUX
BTOPUYHBIX pedepeHTHBLIX MeTOAUK BbINMOSTHEHNSA N3MEPEHUIA 1N ODBIYHO JOITKEH UMETb cepTUdUKar.

[TpnmevaHune 7 —BTopniHbiv KanubpaTop 0ObIYHO NepeaaeT eanHnLy N3MepeHnst N3 HaUMOHaNbHOIoO MeT-
PONOrNMYECKOro MHCTUTYTA B aKKPeAUTOBAHHbIE KANMMBPOBOYHbIE NabopaToprmn U LEHTPLI KANMBPOBKN Y NPON3BOAUTENEN.

[MTpnmevaHune 8—BropuyHbiv KannbpaTop MOXeT DbITb, HANPUMEP, MaTepnanom ¢ MaTpmuen, HaNnOMMHAaLo-
e marpuuy npob 4YenoBEe4EeCKOro NPONCXoXAEeHUA, KOTOPbIE A0MKHbI BbITb U3MEPEHbLI PYTUHHBIMU METOAUKAMMW BbINOJT-
HEHUS] N3MEPEHUN KOHEYHbLIX MONb30BaTENEWN.

f) N3bpaHHas nponssoanuTenem Metoanka BblNoMTHEHNS U3MEPEHNIN A0MKHA onpeaensaTb U3MEPUTEb-
HYIO CUCTEeMY, KoTopasi KanndbpoBaHa OAHUM UMM HECKOTbKAMW NEePBUYHBIMU UM BTOPUYHBIMU AOCTYMHLIMU
KanmbpaTopamu.

[MTpnmevaHnune 9— N3bpaHHasa npon3BoaguTENEM METOANKA BbINONMHEHUA N3MEPEHUN MOXKET ObITb BTOPUYHON
pedrepeHTHON METOANKON BbINONHEHUSA n3mepeHun [cm. 4.2.2, nepeduncrieHune d).

g) Pabounin kannbpaTtop Npon3BoanTenst AOMKeH UMEeTb 3HaYeHne, NpUnUcaHHoe ¢ NOMOLLLIO OOHOM
NN HECKONBbKUX MEeTOANK BbINMOITHEHUSA U3SMEePEHUN, BbIDpaHHBIX NPponu3BoanuTenemM. STOoT KannbpaTtop nHoraa
Ha3bIBAKOT «BHYTPEHHUM KannubpaTopoM npoussogntensi» . KommytabensHOCTb KanMbpoBOYHOro Matepmana
OOMKHa ObITb NPOAEMOHCTPUPOBAHA Kak B OTHOLLEHUN MEeTOAUKU BbINONTHEHUSI USMepeHnin, BbIOpaHHOW NPOnN3-
BOANTENEM, TaK N B OTHOLUEHN METOAUKU, KOTOpast A0MKHa ObITb KannMbpoBaHa (aTTecToBaHa).

[TpumevaHune 10— Pabounn kannbpatop nNpomn3BoauTenss MoXxeT ObiTb, HANPUMEpP, MaTeprnanom ¢ MaTpu-
LeW, HAaNOMMHAaK WEW NPobbl YENOBEYECKOIo MPOUCXOXAEHUS, KOTOPbIE AOMXHbI ObITb N3MEPEHbLI PYTUHHBIMU METOANKAMM
BbIMOJTHEHUA N3MEPEHUN KOHEYHbIX NOTpebutenen.

h) YcTaHoBneHHad npomssoguTenemM Metogmka BbiNnoIHEHNA U3MepeHU AOIMKHa onpeaenaTb MeTogm-
KY BbIMOMHEHNS N3MePEeHUN, NpeannChiBatoLLY0 KanMbpoBKY O4HUM UM HECKOMBKUMK padbouMMn KannbdpaTo-
pamMuy npousBoanuTENa UNn Kanubpartopamm Gonee BbICOKUX YPOBHEN, U OOIMKHA UMETb NMOATBEPXKAEHHYIO
aHalMMTUYECKYH CneLnpPUIHOCTb.

[TpumevaHune 11— YcraHoBneHHas NPOU3BOAUTENEM METOAUKA BbIMOTHEHUS UBMEPEHUN MOXET BbITb OCHO-
BaHa HaA TOM Xe€& NPUHUUMNE N METOAE U3MEPEHNSA, YTO U PYTUHHAA METOAMKA BbINONHEHNA U3MEPEHUN, OOHAKO OOIMKHA
MMETb MEHbLLYIO HEONPEAENEHHOCTb N3MEPEHUSA, OBYCNOBNEHHYO BOMBLUMM YUCIIOM MOBTOPHLIX N3MEpPeHUN nnn bonee
CTPOron CUCTEMOWN KOHTPONS.
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1) Kannbpatop, M3rotoBnsieMbl NPOU3BOANUTENEM, ACIKEH MMETb 3HaYeHUe, NPUNUCAHHOE B COOTBET-
CTBUU C YCTAHOBIIEHHOW NPON3BOAUTENEM METOANKOM BbINONHEHUSA U3MEPEHUIA, N AOIKEH DObITh NpeaHa3Ha-
YeH Ang KanMbpoBKKU (aTTecTaunmn) pyTUMHHON METOAMKN BbINOMHEHUSA M3MEPEHNI KOHEYHbIX NOTpebuTenen.

[MTpumevaHune 12— Kanmbpartop, N3roTOBMEHHbLIN MPON3BOAUTENEM, MOXET ObITb Marepmanom ¢ MaTPULIEN,
HaNOMWHAIOLWEN NPODbI YENOBEYECKOIO NPOUCXOXAEHUSA, KOTOPbIE AOIMKHbI ObITb U3MEPEHbI PYTUHHBIMU METOAUKAMU Bbi-
NONMHEHUS N3MEPEHNN KOHEYHbIX MoTpebutenen.

j) PyTUHHasa MeToauka BbIMOMHEHUS N3MEPEHNIA KOHEYHOTO NOTPpebuTensa onucbiBaeT N3MepUTENbHY
CUCTEeMY, YacTO NOCTaBMEHHYIO MPOM3BOAUTENEM, KAaNTMBPOBaHHYHO O4HUM UM HECKONBKUMIN KanubpaTopamu
npoayKTa Npon3BoaAUTENS.

[MTpumevaHune 1—B3aBUCUMOCTU OT AOCTYNHOCTU METOAWK BbINMOMHEHUSI U3AMEPEHUN U KannbpaTopoB Lenb
METPOSTONMHYECKON MPOCNEXNBAEMOCTU MOXET 3aKaH4YMBATBLCH HA I0OOM YPOBHE BBEPX OT METOAWKUN BbINONHEHUS N3MEPE-
HUI (j)) KOHEYHOro noTpebuTens.

[TpumevaHune 2—KorgaHe gOCTyMNHbl HA NEPBUYHBIN, HN BTOPUYHBIWM Kannbpartopbl, KannbpaTtopom BbICLLE-
[0 METPONOIrMYECKOro ypoBHS NPeanoYTUTENBHO AOMKEH BbITb MEXAYHAPOAHO NPU3HAHHLIN Kannbpartop.

[TpnmevaHune 3— KorgaHe cywecTtByeTr HU NMEPBUYHON, HU BTOPUYHOWN pedhepeHTHON METOAVKN BbIMOITHEHNS
N3MEPEHUN, METOANKOW Bonee BbICOKOro YPOBHS NPeanoYTUTENBbHO A0IMKHA DbITh MEXAYHAPOAHO Npu3HaHHas pedeper-
THas METOAMKA BbIMOJTHEHUSA U3MEPEHUN.

[TpumevaHune 4 — IJKCTEHCMBHAA NepapXns KanmbpoBKMU MOXET ObiTb YKOPOYEHHON COOTBETCTBEHHO, HO BCE
Xe NpefocTaBnsATb METPONMOrMYECKY0 NpocneXxmnBaemMocTb 4o eanHnubl CH, onyckas gaxe HeCKONMbKO NocrneaoBaTenbHbIX
YPOBHEW, 3a UCKIMTIOYEHUEM YKA3aHHbIX B Nepe4vncrnenmnsx a), b) ni).

4.2.3 Korga napbl nocrnegoBaTenbHbIX YPOBHEW (KanmbpaTop M MeToauka UM HaobopoT) nepapxumn
KanMbpoBKX NMPONYLLEHbI, HEOMNPeaeneHHOCTb MOXET OblTb YMeHblleHa. B npuHuune, snemeHThl U3 4.2.2,
lepevncneHns a), b), i) cneayeT paccMaTtpuBaTh Kak HeobxoaumMble, ecnn Ans 3HaJveHUs, NPUnUCaHHoro
KanmbpaTtopy, N3roTOBNEHHOMY NPoU3BOAUTENEM, NPpeabsaBNeHa MeTponorMiyeckas npocneXxmsaemMmocTb 4o
eamHuubl CIA.

4.2.4 KorgaBepxHUXYpPOBHEN NepapXnn KannbpoBKM, ONUCaHHLIXB4.2.2, He CYLLECTBYET, AOTKHA ObITh
yCTaHOBMNEHa CChlfika Ha METOAMKY BbINONHEHUS U3MEPEHUN NN KaNMOPOBOYHLIM MaTepmnan MeTPONorM4ecku
Donee BLICOKOro ypoBHS (CM. 5.3—5.6). B HEKOTOPLIX CNy4aax 3To MOXeT ObITb pabovnin KannbpaTop NPOnU3BO-
antend [cm. 4.2.2, nepedncrieHne g)] unm yctaHoBneHHasi NponssoautTenemMm MeToaunka BeINONMHEHUS N3Mepe-
HUW [cM. 4.2.2, nepeduncneHumne h.

4.2.5 Vcxoasa ns TepMMHOB ANst KanubpaTtopa, NpuBeaeHHbIX B 4.2.2, nepevncneruns ¢, e), g) u i), ans
NaHHOro KanubpaTopa Ao/mkHa ObITb NpeacTaBneHa cneayowas nHgpopmalus:

a) Npu3HaHue (Hanpumep, MexagyHapogHoe, permoHanbHoe, HauMoHanbHoe);

b) BbINYCTMBLUAA KanubpaTop opraHnsauus (Hanpumep, WHO, BCR, IRMM, NIST)1);

C) cepTUdUKaT (CepTUPULMNPOBAH, HE CePTUPULUPOBAH);

d) npoucxoxgeHue (Hanpumep, HeopraHn4yeckoe, YenoBevyeckoe UM XXMUBOTHOE, pacTUTENbHOE UMK
MUKPOBHOE);

€) U3roToBneHue (Hanpumep, CUHTETUYECKOE, HaTypanbHoe, PEKOMOUHAHTHOE);

f) monekynapHasa opma (PopMbl) UNM cypporaTt aHanuta (Hanpumep, cTepuyeckui nsomep ans aMmHo-
KUCMOThI UMK rAnLepuH anga apupoB rmuuepuHa);

g) MaTtpuua (Hanpumep, 3abydepeHHbIn pacTBOp Oblbbero anboymmnHa):;

h) arperatHoe cocTosAHUe [(COCTOSIHUS) ras, XKNOKOCTb, TBepAoe BELWEeCTBO];

1) dpasza (dpasbl) (pacTBOp, B3BECh, NMOPUNN3NPOBAHHOE COCTOSIHME);

) npeanonaraemMmoe UCMoNb3oBaHKE.

4.2.60 [1naunamepaemMmon BenMYnHbl, He UMetoLLen 3Ha4YeHNUI, MeTPONOrMYeCcKU NPpoCcNeXeHHbIX AC e ANHN-
Ll C, MOXeT He CyLLeCTBOBaTL NepBMYHOU pedpepeHTHOWU METOAUKN BEINONMHEHUS USMEPEHUN UM NEPBUYHO-
ro kKanumbpatopa. B 3TOM cnydyae MeTOAUKON UMW KannmbpaTopoOM BbICLWLEro YPOBHSI AOC/MKHbI ObITh
MeXayHapoaHo Npu3HaHHaga pedepeHTHasa MeToauKa BeINoNTHEeHUA uaMepeHni (CM. 3.12) unnu mexxgyHapoaHo
MPU3HaHHBIM KannbpoBOYHLIM MaTepuan (cMm. 3.11), yTBepXAeHHble MeXayHapoAHbIM MeTPONorM4ecKum
opraHoM U1 MeXxayHapoaHon Hay4vyHoW opraHusaunen. MIx BHegpeHue gomkHo ObITb NpoBeAeHO MeTPONOrn-

1) WHO (World Health Organization) — BO3 (BcemupHas opranmsauus sgpasooxpaHenusi); BCR (Community
Bureau of Reference) — bropo satanonos Coobuwectea (Eesponenckun Cotos); IRMM (Institute of Reference Materials and
Measurement) — VIHCTUTYT pedepeHTHbIX maTepuanoB n namepennn (Eeponenckmn Coto3d); NIST (National Institute of
Standards and Technology) — HaymnonanbHbi MHCTUTYT cTadHaapToB n texHonormn (CLUA).
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YEeCKUMU NHCTUTYTaMn NN akkpeanToBaHHbIMU nNabopatopusaMmn pedepeHTHbIX M3MePEeHUi, OCYLLIECTBASIO-
LLIMX METPONOrMYEeCKYo NPOCeXNBaeMocCTb 40 BO3MOXHOIo MeXayHapoaHoro ypoBHS.

[MTpnmevyaHune 1— PasnnyHbie NpoToKONbl NEpeHoca KannbpoBku npmBeaeHsbl B 5.3—5.5.

[TpnmevaHnune 2— MexagyHapogHoe cornaweHne no Taknm cuctemam pePepeHTHbIX U3MEPEHNN, HE NMEID-
LM METPONOrMYECcKOU npocnexmeaemocTtmn o eanHuny C, Heobxoaumo ans Toro, Ytobbl n3bexarb nonoxXeHus, Npu Ko-
TOPOM PAa3NUYHble PErMoHanbHble MU HaUWOHAaNbHbIE CUCTEMbBI PePEPEHTHBLIX UBMEPEHUN, NMEKLWLME pa3nnyatcLlmnecs
Lenn METPONOrMYeCcKoOn NPOCNeXnBaeMmoCcTh, MOryT AaBaTb pasnuyatomecs pesynbraTtbhl Ha Npobax nauneHToB, TEM Ca-
MbIM HapyLwasi COOTBETCTBUE BO BPEMEHU U MPOCTPAHCTBE.

[TpumevyaHune 33— IKCNepTHbIN KOMUTET NO buonornveckon ctaHgaptmaaumm BO3 (BKBC) yctaHoBun mex-
ayHapogHble buonornyeckue crtaHgapTHble 0b6pa3subl, Ha3biBaeMble «MeXayHapogHbiMu ctaHgapramm (I1S)» (nepBoHa-
YanbHO — «MEXAyHapoaHble pedrepeHTHble npenaparbl, IRP»), ans npumeHenus ¢ buonpoueaypamm 1 UMMYyHONPOoUEay-
pamu (cm. [12]). [Ins nepBon naptum Takoro marepuana «MmexayHapoaHasi eauHuua» onpeaeneHa Kak npon3BOribHOE
3aJaHHOE KONMUYECTBO Marepuana, oXapakTtepu3oBaHHOE ero 3agaHHon BMONornyveckon akTuBHOCTLIO. [locnegyowme
napTUKn KannbpyoTcsl NyTeM COrMacoBaHHbIX MeXNabopaTopHbIX M3MEPEHUN MO OTHOLWEHUIO K NMPeablayLwemy martepuany.
[MTapTnn mexgyHapoaHbIX CTaHAapToB (3TANoOHOB) B UX psiay 0003HavatoTest 3Hakamm «1-m 1S», «2-n 1S» n 1. a. MNpunucae-
HOE 3HAYEeHMEe TaKoro ctTaHgapTHOro obpasua, ga)ke ecnm 370 BbICOKOYMCTOE BELWECTBO, CBA3AHO C NpeanncaHHon brnono-
MYECKON METOANKON BbINONMHEHUA U3MEPEHNIN BE3 METPONMOrMYECKON npocnexmeaemocTtn Ao eanHuny CH. INoastomy Takon
MaTepuan He MOXET Ha3bIBaTbCH MNEPBUYHBIM CTaHAAPTHbIM 00pa3uom (cm. 3.24).

[Tpunmevanune 4 —MexgyHapoaHO NMPU3HAHHLIA KAaNnMBPOBOYHLIM MaTepuan (Hanpumep, MeXayHapoaHbIn
craHgapt BO3) moxeT ObITb UCMONBb30BAH Kak KanubpaTtop TONbKO B TOM Criydae, ecnu martepuan bein paspabortaH Ha
OCHOBE 4YEeTKO onpeaeneHHon BENUYMHbI, CBA3aHHOW C npeanonaraemMblM KIMHUYECKUM NMPUMEHEHNEM, N €CIN NPUNNCAaH-
HOE 3HA4YeHne maTepuana MMeeT HEOMNMPEeAENneHHOCTb, NPUEMNEMYIO ANS KAaNnMOPOBKM PYTUHHBIX UBMEPUTENBHbIX CUCTEM.
HekoTopble mexayHapoaHble ctaHaaptel BO3 6binn nepBoHavansHO npegHasHaveHbl CNyXUTb Kanubparopamu ans npo-
Leayp namepeHus in vivo, OCHOBaHHbIX Ha BMONOIMMYECKON akTUBHOCTU (OCOBEHHO AN TepaneBTUYECKUX Lernen). Mcnonb-
30BaHNE TaKUX MaTepuanoB ansi KannbpoBKM MMMYHONPOLUEAYP U3MEPEHUN N Vilro MOXET Bbl3BaTb CEPbE3HbIE NPObrnembl

(cm. 4.3).

[TpnmevaHune 5—MeToamka BbINONMHEHUSI UBMEPEHUN, PE3YIbTATbI KOTOPBIX METPONOINMYECKU HE NPOCNEXN-
BatoTcs Ao eanHuy, CU, MOXET npeabsaBnsitb TPEOOBaHUSA K 060pyaoBaHUIC, AN KOTOPOro He0BXoAMMO TaKoe NPOCNEXN-
BaHWe, HanNnpuMep Npuv onpegeneHnn odbema, BpEMEHU, MaccChl, AaBMNEeHUS.

4.3 TpeboBaHUA K yCTRHOBNEHUIO METPONOrM4eckon npocnexmnBaeMocTu

4.3.1 Tlpn ycTaHOBNEHUN METPONOrMYECKON NPOCNEXNBAEMOCTU AOIMKHbI ObITh YYTEHBI cneayrowne
BO3MOXHbIE OLLUNDKN:

a) HeyagoBneTBopuUTenbHoe onpedeneHne aHanuta B npobax YenoBe4eckoro NpoucXoXXaeHus.

b) TexHunyeckune npodbnemsbl Npu peannsaymm eaMHULLLI KONMYECTBa BellecTBa — MONS — KakK yNnbTpa-
YANCTOro MaTtepuana gaHHoOro XMMmieckoro coegmHeHua (CM. Takke 4.2.6, npumedaHue 2).

c) HeoagHopOoAHOCTL (reTEepOreHHOCTL) aHanumTa B Kannbpatope (M3odpopMbl, MPONU3BOAHLIE), 3aTPYAHSI-
ol aa ero PUsnko-xmMmmudeckoe onmcaHue, Hanpumep B cnydae oepMeHTOB, aHTUTerN, MUKONPOTEUHOB.

d) MeToaunkn BbINONHEHUSI NU3MEPEHUN, UMEIoLLIME Pa3NUYHY0 cneundPUYHOCTb N U3dbMnpaTenbHOCTL B
OTHOLWIEHWN aHanuTa B JaHHOM KanubpaTope.

[MTpnmevaHune 1— 3T1anpobnema Kkacaercs psaga METOAVK BbINONMHEHUSA N3MEPEHNN B AAHHOW epapXmnmn Ka-
NMBPOBKKY, BKIMIOYAs PYTUHHYIO METOAUKY, a TAKXKE COBOKYIMHOCTU ABYX U Bonee pyTUHHBIX METOAUK C NCNONb30BAHUEM Of-
HOro N TOro Xe Kanubparopa npoaykra Nnpou3BoanTENs, YTO MOXET HAPYLWNTb KOMMYTabenbHOCTb KanubpaTopa.

[TpnmevaHune 2— 31anpobnema TMNMYHA AN UMMYHONPoOUeAyp, e aHTUTENa, UCMOMb3yeEMbIe B Pa3nnd-
HbIX METOAMKAX, MOTYT UMETb PA3HYI0 PEAKTUBHOCTb MO OTHOLWEHWUIO K 3NUTONY (3NUTONam) aHTUreHa aHanuTa uim aHTure-
Hbl, UCMOMb3yEMbIE KaK peareHTbl, MOryT MUMEeTb Pa3HYyI0 PEaKTUBHOCTb MO OTHOLWEHUIO K aHTUTENy aHanuTa.

e) Namepsiemble Npobbl YenoBEYECKOro MPOoOUCXOXAEHUs, MMerlme aHanuTbl ¢ MHOWUBUAYaNbHON
pa3NMMYHON MUKPOreTeporeHHOCTbIO MO OTHOLUEHUIO K KanubpaTopy, Hanpumep: n3MepeHne KOHLEeHTpauuu
(0Bwwero) 6enka B CbIBOPOTKE Mo OBMypeTOBOW peakLnn, KanmbpoBaHHOW No pacTBOPY anbbyMuHa, MMMYHOXMN-
MUYECKOoe N3MepeHne KoHLEeHTpaLnmn deppnTUHa B CbIBOPOTKAX C pasfIMYHON MUKPOreTeporeHHOCTbo aHanm-
Ta, rae UHAMBMAyanbHble M30OPMbl pacrnos3HaTCA B pasHOW cTerneHn pasfnMYyHbIMA MOHOKITOHAabHbIMU
aHTUTEeNamMun.

f) Tpobbl YenoBeYeCcKoro NPOUCXOXOEHUS, UMeloLLMe MaTpULbl, OTNKUYatloLWMecs oT MaTpuLbl Kannbpa-
TOpAa.
g) Kannbpatopbl C HECOOTBETCTBYIOLLUM «CypporaTHbIM aHanUToOMY.

h) ®usmyeckasa Unn xmmudeckass moangpukaunsa npyu MsMepeHnn npobol, BKNOYas aHanuUT, Hanpumep
aeHatypauuna, cMm. (ISO Guide 35, nyHKT 9.3.1).
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4.3.2 Korpa psagHaTUBHBLIX MPpoO YenoBeYeCcKoro NpoMCXoXKaeHUs UCNONb3YIOT Kak BTOPUYHBIE Kannbpa-
TOpbI [CM. 4.2.2, nepevncneHune e)l unnanstepHaTUBHO Kak paboune kanmbpatopsbl npomnssogutens|(cm. 4.2.2,
nepevncneHue gj] ans noaTBepXaeHUs KOMMYTabenbHOCTU Ha TaKOM YPOBHE Yepes COOTBETCTBME COCTaBA
aHanuTa uMmaTpuLbl, NPoOLI 3TOro psaa ACTKHBI OXBaTbIBaTb U3SMEPUTENbHbBIA MHTEPBAs COOTBETCTBEHHO €ro
aunanasoHy Ha nNpakTUKe nNpu namMepeHnn B pyTUHHBIX Npobax.

[MTpnmevanne 1— EcnmadHanut B npobe yBENMUYEH NN YMEHbLLEH, A0MKHA ObIThb NOATBEPXKAEHA KOMMYTA-
BenbHOCTL MOANDULNPOBAHHON NPOOLI.

[na kaxxaoun npodbbl 3Ha4vYeHWe n HeonpeaeneHHOCTb ACIMKHbI ObITh NPUNMCaHbI METOAUKOW BbINONTHEHUS
namepeHnin bonee BLICOKOTO YPOBHSA. Psa npob 4enoBeveckoro NponucxXoXaeHmst A0MKHbI ObITb MCMOMb30BaHb|
ONs1 KanMbpoBKKU (aTTecTaLnn) BbIDpaHHON Npon3BoaAUTENEM METOAUKA BbINONHEHUS U3MEPEeHUN [cM. 4.2.2,
nepevucnerHue )] unmu yctaHoBNeHHOW Npon3soanTenieM MeToANKN BbINOTTHEHUA U3MepeHUn [CM. 4.2.2, nepe-
ymucneHue h)], KoTopylto 3aTemM UCMONb3YIOT ANdA NPUNUCKLIBAHNSA 3HAYEeHUS (3Ha4YeHN) pabodemy KannubpaTtopy
(KannbpaTtopam) nponssoanuTens [cMm. 4.2.2, nepevnucneHue g)] unu kanmubpartopy (kKanmbpaTtopam), N3roToB-
NeHHoOMY npoussoanTenem [cM. 4.2.2, nepedncneHue i)].

Ecnn pag npod 4yenoBevYecKoro NPOUCXOXAEHUS UCNOMb3YHT B KAa4eCcTBe BTOPUYMHOIC KanubpaTtopa
[cM.4.2.2, nepeuncneHune e)] Ansa kanubpoBKK (aTTecTaunm) n3bpaHHOU NPOU3IBOANTENEM METOANKN BEINOMHE-
HASA U3MepeHnn [cMm. 4.2.2, nepedncnerune f)] n pabouvero kanubpartopa nponssoanTtens [cm. 4.2.2 g)], To AN
obecnevyeHnss METPONOTMYECKOW NPOCNEXMBAEMOCTN 3TN NPOObLI AOIMKHBI ObITb TAKKE N3MEPEHbLI COOTBET-
CTBEHHO BbIOpaHHOW MEeTOANKOW BLINOMHEHUS N3MepeHUin Bonee BLICOKOro YPOBHSA (HanpumMmep, MeTOOUKOU
BbINOJTHEHUNS USMEPEHNIN, NUCMONb30BaHHOW ANSl NPUNUCBLIBAHUA 3HAYEHUN psaay npob YenoBeYyeckoro npouc-
XOXAeHUs ). 3HAaYEeHNS, NONYYEeHHbIE MPU 3TUX UIMEPEHUAX, AOIMKHbLI ObITh YKa3aHbl B TEXHUYECKOU AOKYMEHTAa-
LN Ha daHHYI0 NPOoAYKLUMIO.

[TpumevaHune 2— Pesynbrarbl 3TUX UBMEPEHNIN OOIMKHbI OBNErYnTb OLUEHKY aHaNnMTU4eCcKkon cneunpmnyHoc-
TV METOAMKN BbINONHEHUSA NU3MEPEHNN, BbIDPaAHHOW NPON3BOAUTENEM, N 06eCnevYnTb OLEHKY KOMMYTabensHOCTH pabodero
KanubpaTtopa.

[TpumevaHune 33— Pabounn kannbparop npoussogutens [cMm. 4.2.2, nepeuncrneHue g)] MoxeT bbITb NpeaHas-
Ha4YeH Ans Toro, YTobbl NPEeACTaBUTb NAPTUIO N3TOTOBMEHHOTO NPOU3BOAUTENEM KannbdpaTopa [MNu KOHTPONbHOIO MaTepu-
ana npaBunbHOCTHU]. B 3aTOM cny4ae TpebyeTtcs npsamoe namepeHne namepsieMon BENMYMHbl B COOTBETCTBUM C BbIDPaHHOM
METOANKOWN Boree BbICOKOIo YPOBHS TONbKO €4MHCTBEHHOIO obpasua pabodero kanubparopa na napTum.

Ecnun psagvenoBevecknx Npod MCNOMb3YIOT B KAYeCcTBe pabo4dero kanndbpartopa [4.2.2, nepevncneHme g)]
0N KanMbpoBKM YCTAHOBNEHHOW NPOU3BOAUTENEM METOAUKN BbINONMHEHUA U3MepeHni [4.2.2, nepedncneHne
h)] M U3roTOBNEHHOrO NPONU3BOANTENEM KannbpaTopa [4.2.2, nepedncneHune i)] (Mnm KoHTPONbLHOro MaTtepumana
NPaBUNbHOCTK), TO AN obecne4vyeHns MeTPONIOrMYECKOU NPOCNIEXNBAEMOCTI 3TN NPODLI TaKXKe AOKHbI ObITh
N3MepeHbl BbIDpaHHOM MEeTOAUKOW BLINMOMHEHUS UBMepPeHNin bonee BbICOKOro YPOBHS (Hanpumep, METOANKON
BbINOJTHEHUS U3MEPEHUNIN, UCMONBb30BAHHOW ANA NMPUNUCBIBAHUA 3HAYEeHU pagy npod YenoBe4YeCckoro Npouc-
XOXAEHWS1). 3HaYEHUS, NONYyYEeHHbIe NP STUX N3MepPEeHUAX, AOIMKHLI ObITh yKa3aHbl B TEXHUYECKON AOKYMEHTa-
LN Ha daHHYI0 NPOoAYKLUMIO.

[MTpumevaHnune 4 —Korganaptmm N3aroToBrNeHHOro NPoOU3BoANTENEM Kannbpatopa (UM KOHTPOIbHOIO Mmare-
prnana npaBuUIIbHOCTM) BbIMNYCKAOT NOCNeA0BATENBHO, COrMAacHO CTabunsHoOn hopmMyre n NPon3BoaCTBEHHOMY MPOLECCY, a
FOMOIMEHHOCTb U CTabUNbHOCTb AEMOHCTPUPYIOT OT NAPTUU K NAPTUN, NPSIMOE U3MEPEHNE 3HAYEHUS N3MEPAEMON BENUYN-
Hbl B KanubpaTtope npoaykra (UNn KOHTPONbHOro Mmartepuarna npasuiibHOCTU) BbIOPaAHHON METOANKOW BbIMONHEHUS N3ME-
peHnn Bonee BbICOKOro YPOBHS A0IMKHO DbIThb NPOBEAEHO TONBKO B OTHOLWWEHUM OAHOW NpeacTaBuTeNnbHOW naptun. ns no-
crneayrowmx naptum MU3roToBNEHHONO MPOU3BOAUTENEM Kanubpartopa (UM KOHTPONbHOrO marepuana npaBuUIibHOCTN)
3Ha4YEeHNE N3MEPAEMON BENNUUNHLI, ONPeaEneHHOe METOAUKOWN BbINONMHEHUSA N3MEPEHNIN DONEe BbICOKOIO YPOBHSA, MOXET
ObITb OLLEHEHO Ha OCHOBE NPeALEeCcTBYIOWEro onbiTa. MeTponorndeckas NpocneXxmBaeMmocTb 40 KannbpaTtopoB N METOAUK
Dornee BbICOKOIo YPOBHS, YKasaHHas ANA NpeacTaBUTENbHOW NAPTUX N3rOTOBITEHHOIO NPOU3BOAMNTENEM KanunbpaTtopa (Mnu
KOHTPONBHOIO Marepuana npasuibHOCTU), NPUMEHUMA U ANns Nobdon nocneaylowen NnapTmmn.

[na noaTeepXaeHnUsa KOMMYTabenbHOCTU COOTBETCTBYIOLLUX KAannbdpaTopoB (CM. 7.2) U MeTPOorn4ec-
KOW NPOCneXnBaemMocTm NPUNUCaHHLIX UM 3HaYeHUN (CM. 7.3—7.7) He AoKHa ObITb NPUMEHeHa ogHa U Ta Xe
cepust HaTUBHBLIX YenoBevYecknx npoo.

4.4 NMpepHa3HavyeHUe cTaHOapTHLIX 0O6pa3LoB

4.4.1 Kanubpatopsl (CM. 3.7), AMetoLLne NpUnMcaHHoe 3HaYeHne ¢ M3BECTHOM HeomnpeaeneHHOCTbIo
N3MEPEHNS U NPUMEHSIEMbIE AN KANMOPOBKNA U3MEPUTENBHON CUCTEMBI, 0DEeCcneunBaoT METPONOTMYECKYHO
MPOCNeXMBaeMoCTb pesynbTaTta, NoJIyd4eHHOro 4aHHOW CUCTEMOMN.

4.4.2 KOHTpONbHbIE MaTepuarnsbl NPaBUNbLHOCTU (CM. 3.32), UMetoLne Nnpun1ucaHHoe 3HavyeHue, MeTpo-
Nornvyeckn NpocneXmnsaemMmoe Ao MeTOAMKN BbIMONHEHUS U3MEPEHNN UK KannbpoBOYHOro MaTepuana bonee
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BbICOKOrO METPOMNOrMYEecKoro YpoBHS, MPUMEHSOT A1 OLLEHKU CMELLIEHUA U3MepeHnst. 3HaYeHne KOHTPObHO-
ro Mmatepuana Jo/mMKHO UMeTb HeoNnpeaeNeHHOCTb U3MEepPEeHUs, He NpeBbILAatoLLIYI0 HeonpeaeneHHOCTb N3ro-
TOBMNEHHOro NpousBoanTeNieM KannbpaTopa.

4.4.3 CtaHpgapTHbIn obpasel B onpegeneHHoOW M3MEPUTENbHOWU CUCTEME MOXET ObITb UCNOMNb30BaH
NUBO TONMbKO Kak KanmbpaTtop, MO0 TONMbKO Kak KOHTPOMbHLIA MaTepuarn.

5 lMpoTokonbl NnepeHoOcCa KannodopoBKM

5.1 JoCTYynHOCTb U CTPYKTypa

[MpoTokON NepeHoca KanMbpoBKW NpeaHasHadeH ANs NpUunucbiBaHna (C NPUMEHeHneM cTaHaapTHbIX
obpa3yuoB 1 pedepeHTHbIX MeTOANK BbINONMHEHUA U3MEPEHUIA BbICOKOTO METPOIOMMYECKOro YPOBHSA) 3HaYe-
HUS, CBA3AHHOIO C AaHHOW BENMUYMHON, JaHHOMY cTaHAapTHoMy obpasuy. OnucaHne npoTokona nepeHoca
KanMbpoBKU JOITKHO BKNOYaTh B cebs COOTBETCTBEHHO:

a) OCHOBaHWUA Ansl BbIOOpa cTaHaapTHbIX 00pasUoB U UX CTADUNBHOCTE M KOMMYTabEeMbHOCTb;
b) ocHoBaHUA AN BbIbopa MeTOAUKA BLINOSTHEHUST U3MEPEHUI, BKNOYast 000pyaoBaHUE;

C) COOTBETCTBYOLWIME CTATUCTUYECKME METOAbI;

d) oueHKy BNUSAHMA MaTpuULbl 1 NOOLIX MoaudUKaLnu aHanuTa.

[MTpnmevyaHnune 1 — OgHoW M3 Npobnem, oOTMEeYaeMbIX Kak NPON3BOAUTENAMM, TaK U NOTPEBNTENAMN MEeAULINH-
CKMX MU3genun auarHoCTuKK in vitro, ABNSIETCSH OTCYTCTBME CTaHAAPTHbIX 0Opa3uoB, Kak aTTeECTOBAHHbLIX TaK U HEATTECTO-
BaHHbIX, NPOSBNASAIOWMX B JAHHON U3MEPUTENbHOW CUCTEME CBOUCTBA aHanNUTa u MmaTpuLbl, NOAOOHbIE TEM, KAKUE UM MPU-
CYLWM B PYTUHHBIX YenoBevecknx npobax (KpoBb, Nnasma, CbiBOPOTKA, moda U T. A4.) (cm. 4.3). Kpome TOro, anst MHOrmx
N3MepPsiEMbIX BENMUYUH HET pedPepeHTHbIX METOANK BbINOITHEHUSA U3MEPEHUN.

[TpumevaHnmne 2—Korgaywucnonb3yemoro craHgapTHoOro obpasua Ha gaHHOM YPOBHE nepapxum kanmbpoBkn
OTCYTCTBYET KOMMYTabenbHOCTb, 4ONYCTUMO NCNONb30BaHME psga nNpob YenoBeYecKoro NPONCXoXaeHus, OXBaTbIBatO LLNX
BECb U3MEPUTENBbHbLIN Anana3soH (cMm. 4.3.2).

[TpunmevaHune 33— OkoHYaTeNbHbIWM BbIGOP METPONOTMYECKUX YPOBHEN B JAHHOM CIyvae 3aBUCUT OT NPUEM-
NEMOCTUN HEONPEAENEHHOCTN UBMEPEHNA KOHEYHOIO pe3yrnbraTa, Hanmyms MeToguk, KannbpaTtopoB, TEXHOINOMNMN N 3KOHO-
MUYECKUX BO3MOXHOCTEW. DTN haKTopbl 0OYCNOBNMBAKOT TEHAEHUMUIO K HEODXOAMMOCTU MEXAYHAPOAHOIO NMPU3HaAHUA W
METPONOrMYecKon npocnexmnsaemocTtn oo eandny, CI.

[TpumevaHune 4 — TunMiHbiX NPUMEP NPOTOKONA NepeHoca KanmbpoBKKU € nepapxmsamm, n3bpaHHbIMU U3 MOr-
HOro psaa METOAMK BbINONMHEHUS UBMEPEHUN U KannbpaTopoB, NepevnCcneHHbIX U B 06LWeM BUAE ONMUCAHHBLIX B 4.2.2 U Ha
pucyHke 1, npuBedeH B 5.2—5.6 n Ha CBA3aHHbLIX C HUMW PUCYHKaxX 2—0.

5.2 Uepapxua KanuopoBKU NpuU Hanu4num nepBuYvHoOnN pedepeHTHON METOAUKU BbINONHEHUA
N3IMepeHUn n nepBUYHOro Kanumbparopa (kannbpartopoB), obecneynBarOLWMX METPOSTONMYECKYIO
npocnexmnBaemMocTtb Ao eanHuy CU

B npuHuune, K TakKum U3MepUMbIM BENMUYMHAM, KaK 3MEKTPONMUTLI, MeTabOoNNTEI, IMIoKO3a, XONeCTEPUH,
CTEPOMNAHLIE TOPMOHBLI U HEKOTOPLIE TUPOUAHLIE TOPMOHBI, a TaKKe NekapcTea, NPUMeHUMa nepapxus Kanmo-
POBKM MO PUCYHKY 2:

- [epBuyHasa pedepeHTHaAa MeToAUKa BLINONTHEHNA n3MepeHU [cM. 4.2.2, nepedncneHune b)l.

lMpumep 1— [Qns kopmu3ona 6 niaasmMe Kpoesu: 2pasumempusi, KOMObUHUpo8aHHasi ¢ OUEHKOU CcmerneHu
YuCcmombi XuMu4eCKUMU Memoodamu.

- [NepBUYHBIN KanubpaTop [cM. 4.2.2, nepedncneHune cjj.

lMpumep 2 — XonecmepuH kak CRM 911b u3z HayuoHanbH020 UHCMuMyma cmaHOapmos8 U mexHoJsio2uu
(NIST, Gaithersburg, MD, USA); maccoegast donst 0,998 + 0,001, 20e «qucmoma u OUyeHeHHasi HeornpeodeneHHoOCMb
OCHOBAaHa Ha Hay4YHOM CYXOeHUU U OUeHKe MHO204UC/IeHHLIMU aHanumu4YeCcKuMu mecmamu, NPUMEeHeHHbLIMU K
amomMy ammecmoeg8aHHOMY cmaHOapmHomMy obpa3yy 8 npouyecce cepmucpukayuu. lNpusedeHHast HeonpeoeneH-
HOCMb cocmassissiem NPpuUMepHo dea cmaHOapMHbLIX OMKIIOHEeHUST OMHOCUMEsNbHO cepmuguyupo8aHHO20 3Ha-
yeHus1». (3Havernue 0,001 sentsemcest pacwupeHHOU HeornpeoesIeHHOCMbIO ¢ (baKkmopomM Nokpbimust k = 2 npu
ypoeHe dogepumenbHoU sepossmHocmu npumepHo 0,95).

- BTopunyHada pegepeHTHada metoguka BbINONMHEHUA UsMepeHunn [cMm. 4.2.2, nepeduncneHue d)].

lNMpumep 3 — [Ons KOHUeHMpayuu Kopmu3osa 8 niasme: usomonHoe palzbasneHue — 2azoegasi xpomamo-
epaghuss — macc-cnekmpomempusi (MP-Ir’X/McC).
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KanubpoBka

MaTtepuan \ MeToauka BHeapeHue u.y)
e

[IpynucbiBaHX

SHa4eHWA

a) OnpegeneHne
eauHuubl CA, naHHoe
[KBM (CGPM)

b) NepBuiHana pedepeHTHaN MBBM, HMW?, AnPK®
MeTOAuKa BbIMONMHEHUs

c) NepBUYHBIN 3MEDEHWIA a

Kanunbopatop MBBM, HMIA
d) BropnuHas pedepeHTHas
METOIMKA BbIMOMHEHUN HMW, ATTPU
N3MepeHUA

g) Pabounn kanubpatop nn

b
npoussoauTens h) YcTaHoBneHHas npoussogutenem | JIM

METOAWKA BbIMNONIHEHUA
N3mMepeHnn

1) KanubpaTtop,

N3roTOBINEHHbLIW N

nponaaonmenemb

[lpon3soauTenb
U/ 1IN KOHEYHbIN
norpebutens

i) PyTHHaa metoguka
BbIMONTHEHUA U3MEpPEeHUN
KOHeMHoro notpeburens

KOHeYHbIN
noTpebutens

PE3YIBTAT KOHeuYHbIN

notpebutens

PyTUHHasA npoba

2 [lpn yTBEPXKOAEHMN MEXAYHAPOAHBIMU HAyYHbIMW/MEOUUMHCKUMIN opraHmn3auynsamu, Hanpumep MexagyHapogHowm
dheagepaumen KNnMHNYeckon xmmmm n nadopatopHon megnumHsl (MOKXITM) n BcemmpHonm opraHmsaumnen 3gpaBooxXpaHe-
Hus (BO3).

b Kanubpatopom moxeT GbiTh Matepuarn ¢ MaTpuLen, HaNnOMUHAOLWEN MaTPULLY NPoG YernoBeYeCcKoro NPoNCXoXae-
HUS, KOTOPbIE AOIKHbI ObITb M3MEPEHLI C MOMOLLBIO NMPOUEAYPbl N3BMEPEHUN KOHEYHOIO NMoTpebuTens.

PucyHok 2 — BbibpaHHas nepapxus KannbpoBKU U METPONOrMYeckas npocnexmBaemocTts Ao eanuny CHU
(CM. 5.2 1 pUCyHOK 1)

- Pabounn kanmnbpatop (kanmbpatopsbl) nponssoantens [cMm. 4.2.2, nepevncneHune g)], onpeaeneHHbIn
npousBogUTENEM U UMERLLINN 3HaYeHUe, NpUnUMcaHHoe NyTeMm:

a) nnbo rpaBUMeTpUn, T. €. B3BeLUMBaHNEM aHanuTa B popme nepBrUYHOro Kanmbpatopa 1 B3BELLVBA-
HMEM MaTpPULLbI;

b) NdO UsMepeHnsa, 1. e. NPUMEHEHUEM NEPBUYHON NN BTOPUUHON pedepeHTHOWU METOANKA BEINOMHE-
HUSA N3MepPeHUN.

- YcTaHOBMNeHHad npoussoanuTenemMm MeToguka BeINONHEHUA U3MepeHn [cm.4.2.2, nepedncneHue hl.
- KannbpaTtop, n3rotToBNeHHbIN NponssoanTenem [cm.4.2.2, nepevncneHue i)].

5.3 Uepapxusi KanUO6poBKU NPU HANUYUU MEXAYHAPOAHO NPU3HaHHON pedepeHTHON MEeTOAUKM
BbINONTHEHUSA U3MepPEeHUN (He ABNAIOLWEeNncs NepBMYHON) U MeXAYyHapoaHO NPU3HaHHOro Kanubpa-
Topa (kanubpaTtopoB) 6e3 MeTpoIornyeckomn npocnexmBaemMocTu oo eauHuy CWU

Ana BnaoB U3MepUMbIX BEJIMYMH C KOMMOHEeHTamu, noaocbHbiMun remornobuHy HbA, . (B npenaparte),
nepapxms KanmbpoBKK, B NpUHLIKMNE, ACMMKHA ObITb crieaytowen (CM. PUCYHOK 3):
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KannbpoBka

MaTtepuan \ MeToauka BHeapeHue uy)
e

[lpnNnuceiBaHA

3HaveHUsA

MexayHapoaHo npuaHaHHaa pedpepeHTHas

MEeTOAMKa BbINONHEeHUs1 uaMmepeHun MexgyHapoaHOU
Hay4HOM opraHnsauuna, BO3®

MexayHapogHas .
MexayHapoaHO NPU3HAHHbIN HayvyHas opraHusaLus
b a
kanubpatop BO3
f) BbibpaHHasi npou3BoAUTENEM nn

METOAMKA BbINOJIHEHUA

N3MepeH1I
g) Pabouunia KanglﬁpaTop i nn
npoussoaunTens h) YcTtaHoBneHHas nponssogutenem

MeTOAMKa BbiNOINMHeHUA

_ n3MepeHUn 4l

1) Kanubpartop,

N3roTOBNEHHLIN ) nn

npoussoguTenem
j) PyTuHHas metoguka [lponsBoguUTEND
BbIMOSTHEHUA N3MEePEHUIA U/UNn KOHEYHbIA
KOHE4YHOro notpeburens notpeburens

PyTuHHas npoba KOHEYHBII
noTpebutens

PE3YNbTAT KOHeuHbI
noTpebutens

4 B coTtpygHudecTtBe ¢ MexagyHapogHbiM BIOpo BECOB U MEP, HAUMOHANbHBIMU METPONOrMYECKUMU MHCTUTYTaMMU,
aKKpeauToBaHHbIMUK nabopaTtopnsamMmm peepeHTHbIX U3MEPEHUN U C NPOU3BOAUTENSIMM.

b KanubpaTtop MmoxeT BbiTb COOTBETCTBYIOLLMM CYPPOraTHbIM CTaHAAPTHLIM 06pa3LoM nnm Npobon YenoBeYecKoro
NPONCXOXAEHUS.

PucyHok 3 — Vepapxus KannbpoBKM N METPONIONMYECKas MPOCNeXMBaAaeMoCTb 40 MEXAYHAPOAHO NPU3HAHHOW pedhepen-
THOW METOANKU BbINONTHEHUS UBMEPEHUIN N MEXAYHAPOAHO NPU3HAHHOIO KanubpaTopa (KkannbpaTtopoB), HE SABNSIOLWMUXCS

NeEPBUYHLIMU (CM. 5.3 N pUCyHoK 1)

- MexgyHapoaHo npusHaHHasa pedpepeHTHasa MeToauKa BbINONHEHUA nsMmepeHun (cm. 4.2.6).

lNMpumep 1— Onsa donu konuyecmeaa seujecmeaa HbAc 8 2emoza2n06ure kpogu npoyedypa-kaHdudam Kuo-
KOCMmHasi xpomamozpaghusi 8bICOKO20 dassieHUs1 — macc-cnekmpomempusi (BO-KX/MC) [13].

- MexayHapoaHo npusHaHHbIN KanubpaTtop (cMm. 4.2.6).

lNpumep 2 — [Ons KoHyeHmpayuu Konudecmaea seuwjecmea 2cemoa2s06uHa (Fe) e kpogu: abcopbyuomempus
e20 yuaHuoHo20 depuesama, kanubpoesaHHo2o0 CRM 522 2cemoanobun yuarnud (HiCN) e nuzame 6b14bel kposu om
bropo asmanonoe Coobujecmea (EU-BCR) ¢ koHuyeHmpauyueu konudecmea egeuwjecmea (Hi(Fe)CN)
(49,61 + 0,08) mkmonb/r1 Npu OaHHOU paclupeHHOU HeonpedesreHHOCMU, cocmasnsruwiet Nos1I08UHYy UHMepe8arna
c yposHem dogepumenbHol sepostimHocmu 0,95.

- BbibpaHHasa npoussoaMTenemMm Metoanka BeINONMHEHUS UsMmepeHun [cm. 4.2.2, nepevmncneHue f).

- Pabounn kannbpatop (kanmbpaTtopsbl) nponssoanutens [cMm. 4.2.2, nepevncneHune g)], onpeaeneHHblin
NPou3BoANTENEM N UMEKOLLUNN 3HaYeHUe, NPpUnMcaHHoe NyTeMm:
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a) nnbo rpaBuMeTpuUn, T. . B3BeLIMBaHMEM aHanuTa B oopMe MeXxayHapoaHoro kanmbpaTtopa 1 B3Be-
LUIMBaHWEM MaTpULbl;

b) NnMbo nsmepeHns, T. e. NPUMEHeHNEM BbIbpaHHOM Npon3BoaNTENEM pedepPeHTHON METOAUKA BbINON-
HEeHUS N3MEpPEHUN.

- YcTaHOBeHHasa nponssognTenemMm MmetToanka BelnoiHeHUa usmepeHun|[cm. 4.2.2, nepedncneHme h)].
- KanunbpaTtop (kannbpaTtopbl), M3roTOBNEHHLIA NpoussoauTenem [cMm. 4.2.2, nepedvncneHume i).

5.4 Uepapxuna kKanudpoBKU B criyvyae Hanuuma MexxayHapoaHo npu3HaHHoOM pecgepeHTHOU MeTo-
AWKN BbINOMHEHUA U3MepPeHUN (He ABnALenNca nepBuYHON), KanubpaTtopa, He ABNAKOLLErocs
MeXAYHapo4HO NPU3HaHHbLIM, U 6€3 MeTPONOorM4ecKkomn npocnexmpaemocTu 4o eamHuy, CU

Nepapxusa KannbpoBKU, NPUMEHNMAA K BENMMYMHAM C TAKUMK KOMMOHEHTaMW, KaK XOoNnecTepunH NMnonpo-
TE€MNHOB BbICOKOM NMOTHOCTU (J1BI1), KNeTKN KpOoBU MHEKOTOpbIE hakTopbl reMocTasa, B npuHUMne AommkHa ObITb
cnegyrowen (CM. pUCYHOK 4):

- MexagyHapoaHo npusHaHHasa pedpepeHTHasa MeToaunKka BbINoNMHEeHUA nsmepeHun (cm. 4.2.6).

lTpumep — Memoduka 8bInosIHeHUs1 u3mMepeHul, cneyuguyuposarHHas MexodyHapoOHbIM cog8emomM no
cmaHOapmu3ayuu 8 2emamounozuu (International Council on Standardization in Hematology, ICSH) onst uamepe-
HUST KOHUeHmMpayuu 3pumpoyumaos u Jieukoyumos 8 Kpoau 4yestogeKka [14].

Kannbposka

Martepuan \ MeToavka BHeapeHue u.y)
e

[TpunucbIBaHU

SHa4YeHUs

MexayHapoaHo npusHaHHas pedgepeHTHas
METOAMKa BbINONHEHUS U3MepeHn MexxgyHapoaHou

HayuHoi4 opraHusauun®, BO32

g) Pabouunin kannbpartop
nponsaop,menﬂb Ll

h) YcTaHoBneHHas npoussogmTenem
MeToAuKa BbiNOSTHEHUA
N3MepeHun

i) Kannbparop,

N3roTOBJ1eHHbLIN

npouasonmenennb

i} PyTUHHas MmeToguka [MponssoguTens
BbINONMHEHUS1 UBMEPEHNIA /N1 KOHEYHbI
KOHeuYHoro notpebuTtens norpebuTens

KOHeJHbI

PyTuHHas npoba noTpebuTen
KOHEeuHbIN

PESYIBTAT noTpebuTenob

9 B coTpygHudecTtBe ¢ MexayHapoaHbiMm B610p0O BECOB U Mep, HALMOHAINbHBIMU METPONOINMYECKUMU UHCTUTYTaMM,
aKKpeaAUTOBaHHbIMKU rnadopaTopusiMmmn pedepeHTHbIX U3MEPEHUN N C NPON3BOANTENSAMMN.

b Kanubpatop MoXeT BbiTb COOTBETCTBYIOLWLMM CYPPOraTHbIM CTaHgapTHLIM 06pasLoM nu Npob6or YenoBEYECKOro
NPOUNCXOXAEHWUS.

PucyHok 4 — Vepapxus KanmbpoBKM U METPONOIMYECKAN MPOCNEXNBAEMOCTb 40 MEXAYHAPOAHO NPU3HAHHOW pedhepen-
THON METOANKU BbIMONHEHUS UBMEPEHNN, HE SIBNSIIOLWLENCS NEPBUYHON, N BE3 MeXAyHapPOAHO NPU3HAHHOIo Kannbparopa

(CM. 5.4 n pUcyHoK 1)
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- Pabounn kanmbpaTtop (kannbpaTopsbl) nponssoantensi[cM. 4.2.2, nepevncneHmne g)], umeroLmin aHave-
HUe, NpUnMcaHHoe MeXxayHapoaHou pedpepeHTHOU MeTOAMKON BLINMONTHEHNA N3MEPEeHUN.

- YcTaHOBNeHHad npoussogMtTenemMm Mmetoaunka BelNnoNHeHUa usmepeHnin [cm. 4.2.2, nepedncneHue h).

- KannbpaTtop (kannbpaTtopbl), M3roTOBNEHHLIA NpoussoauTenem [cMm. 4.2.2, nepevncneHme i)].

5.5 Uepapxma kanudpoBKU NpU HANUYNU MEXAYHAPOAHO NPU3HAHHOro Kanubpartopa (He ABNAKO-
LLilerocs nepBUYHbIM), pedhepeHTHON MeTOAUKN BbINONTHEHUA U3MEPEHUN, He ABNAILWENCA MEX-
AYHapoOAHO NMPU3HaHHON, U 6e3 MeTPOoNIorM4eckon npocnexmesaemoctu oo eauHuy CU

Nepapxuns KanndbpoBKK, NpUMEHNMAas K BeNUYnHam ¢ TaKUMU KOMMNOHEHTaMIN, KaK NOBEPXHOCTHbLIN aHTU-
reH renatuTa B (noatun ad) n XopruoroHagoTPONWUH, a TakKe aHTUTenNna, B NpuHuUMne AommkHa ObITb cneayroulen
(CM. PUCYHOK 5):

- MexagyHapoaHo Npu3HaHHbIA KannbpaTop (KannbpaTopbl) CO 3HAYEeHNEM, Bblpa)XeHHbIM B COOTBET-
CTBYHOLMX onpeaeneHHbIX egnHULax, He apngdatomxes eguHuuamm CU (Takmnx, Kak MmexxgyHapoaHble eAUHULB
BO3) 1 npunucaHHbIM B COOTBETCTBUNM C MeXAyHapoaHO NPUHATBEIM NPOToKONoM (cM. 4.2.6) [19].

[TpumeyaHun e— lpunncanHoe 3Ha4YeHMe AOMKHO CONPOBOXAATbCHA HEONPEAENEeHHOCTbIO.

KannbpoBka

MaTtepuan MeToguka BHeapeHue u.(y)
AN

[TpynucbliBaHA

3Ha4eHnA

MexxayHapoaHbli NPOTOKON AN NPUNUCIBaHUS o
3HavyeHuss MexayHapogaHOW Hay4YHOW OpraHusauum -,

BO3?

» MexayHapogHas
ME)IQD,YHapo,ﬂHO NPU3HaHHbLIN HayJHas OpraHuU3aLy a2
Kanubpartop BO3?

f) BoibpaHHas npon3BognTenem nn
MeToAuKa BbIMONMHEeHUs
- n3MepeHun
g) Pabouun Kanglﬁpamp nn
npounssoauTans h) YcTaHoBneHHas npovssoautenem
MEeToAUKa BbiNONMHEHUA nn
U3MepeHniA
i) Kannbparop,
N3roTOBJIEHHbLIW nn

b

Npou3BoAUTENEM

i) PyTMHHas metoamka MNpounssoautens
BbINOMHEHUA 3MepeHU U/ KOHEeuYHbIN
KOHeYHOoro notpebutens noTpedbuTtensb
KoHeuHbIN
PvyTuHHas npoda
il

KoHeuHbIn
PE3YIILTAT noTPeBUTEND

9 B coTpyaHnydectBe ¢ MexagyHapogHbiMm 610po BECOB U Mep, HaUuUOHaNbHbIMU METPONOrMYECKMMN MHCTUTYTaMK,
aKKpeanToOBaHHbIMK NabopaTtopusiMmm pedepeHTHbIX U3MEPEHUN N C MPON3BOANTENSAMM.

b KanubpaTtop MmoxeT BbiTb COOTBETCTBYIOLLMM CYpPpPOraTHbiM CTaHAaPTHLIM 06pa3LomM nnm npobon YenoBeYecKoro
NPOUCXOXAEHWNS.

PucyHok 5 — UNepapxmns KannbpoBKM n METPONOrMYecKasi NPOCNeXXMBaemMoCcTb 40 MEXAYHAPOAHO NPU3HAHHOIO Kanubpa-

TOpAa, HE SBMAILWErocs NePBUYHbLIM, 1 Be3 MeXxayHapoaHo Npu3HaHHOW pedhepeHTHON METOANKN BbINOSTHEHUA N3MEPEHNI
(CM. 5.5 1 pUCyHOK 1)
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- BbibpaHHasa nponssogmtenem MeTogmnka BeINOMHEHNS U3MepeHun [cm. 4.2.2, nepevdncneHue f)].
- Pabounn kannbpatop (kanubpaTopsl) nponasogutens [cMm. 4.2.2, nepeyncnerune gj], onpeaeneHHbin

Npon3BeeHHbIN KaK yka3aHo B 5.3.

- YcTaHOoBIeHHasa npomssogMTenemMm MmetToanka BelnonHeHUa usmepeHun|[cm. 4.2.2, nepevncneHume h)].
- KanunbpaTtop (kannbpaTtop), U3roToBNEHHLIN Npon3BoanTenem [cMm. 4.2.2, nepevncneHue i)].

5.6 Uepapxua kannbpoBKU NpU HaNM4Ynu BbiIopaHHON npou3sBoauTeneM MeToOAMKU BbINOMHEHUA
N3MepeHUNn, He ABNAKOLLEUCA MeXAYHapoAHO NPpU3HaHHOU pedepeHTHOU MEeTOAUKOU BbINOJIHe-
HUA U3MepeHUNn, Kanubpartopa, He ABNAKOLWEroca MeXXayHapogHo Npu3HaHHbIM, U 63 MeTPpOooru-

YyecKou npocnexuBaemMoctu go eanHuy CHU

Nepapxusa kannbpoBKM, NPUMEHUMAsT K BENUYMHAM C TAKUMW aHanUTaMu, Kak npoayKrbl paspyLlleHust
pnbpuHa (D-gumep) 1 Mapkepbl onyxonen, nogodbHele pakoBoMy aHTUreHy 125 (CA-125), a Takke aHTUTENA

MPOTUB TaKMX aHTUINeHOB, Kak Chlamydia, B npuHUUNe gormkHa ObiTh cneayrowein (CM. pPUCYHOK 6):

- BbibpaHHasa nponssogmtenem MeToamnka BeINOMHEHNS U3MepeHuit [cMm. 4.2.2, nepevdmncneHue f).

- Pabouunn kannbpatop (kanubdpartopsbl) nponssoantend [cM. 4.2.2, nepedncneHue g)J.

- YcTaHOBIeHHas NpousBoanTenemM MeToauka BeINoNHeHUAa naMmepeHnn [cMm. 4.2.2, nepedncneHme hj,

MHOTrAa naeHTu4YHaga BblbpaHHOW Npon3BoaAUTEeNneM MeToAMKe BbINMONTHEHUSA U3MepeHU.

- KanubpaTtop (kannbpaTtopsbl), M3roTOBNEHHLIW NponsBoanuTenem [cMm. 4.2.2, nepedmncnerume i)].

KanubpoBka

Matepunan MeToauka BHeapeHue
AN

[lpunuceiBaHm

3HAMEHWHA

f) BoibpaHHasa npousBoguTenem N
METOAMUKA BbiNOMHEHUS

N3MepeHnn
g) Pabo4nin kannbpatop P nr
d
Npon3BoAuTErs h) YcTaHOBneHHasi npon3BoguTenem

METOAMKA BbINOTHEHUA N
_ N3MepeHni
i) Kannbpartop,
N3roTOBMEHHLIN nn
Npov3BoAnTENeM:
j) PyTMHHas1 MeToamKa [NpounssoauTens
BLINOSIHEHUSA U3MEPEHUN /NN KOHEYHbIN
KOHeYHOoro notpedbuTtens norpeburens

KOHEeuHLIN

PytnHHas npoba OTpEBHTeN
KOHEUYHBbIN

PE3YNBTAT notpebuteno

ug(y)

9 Kannbpatop MOXeT ObiTb COOTBETCTBYOLMM CYPPOratHbIM CTaHAAPTHbIM 06pa3uom v Npobon YenoBEYECKOro

NMPONCXOXXAEHUNHA.

PucyHok 6 — Vepapxunsa KannbpoBKN N METPONONMYECKasa NPOCNeXnBaemMocTb 40 BbIBDpaHHOW NPON3BOANTENEM METOAM-

KW BbINOJTHEHUSA N3MEPEHUN, HE ABNAIOLWENCH NEPBUYHON (CM. 5.6 N pucyHoK 1)

5.7 KOHTpOnNbHbIe MaTepuanbl NPaBUITLHOCTU
5.7.1 KoHTponbHLIE MaTepuansl NPaBUNbHOCTU ACITKHBI UMETh:

a) matpuuy, nogobHyto Torn, KoTopasda npucywa npodam, nognexalium N3MepeHnto B COOTBETCTBUM C

METOANKON BbINOSIHEHUA N3MEPEHNIA, NOABEPraeMoin NPoOBEPKE.
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[TpumevaHune 1—B3TOM 3aknNO4aeTcs oTNN4YNE OT KanmnbpaTopoB Bonee BbICOKUX METPONOMMYECKUX YPOB-
HEW, rAe NPeanoYTUTENEH BbICOKOOUYULLEHHbBIN KOMMOHEHT, YaCcTO B NPOCTON MaTPULE;

b) 3Ha4YeHNEe C HeolnpeaeJiIeHHOCTbHO IBMEPEHINA, COOTBETCTByI-OIJJ,EIZ npeanonaracmMmomMy rNpMMEeHEHN0.

[MTpunmevaHnue 2Z2— llpyuHUMNManbHO NPOTOKOMNbI NEPEHOCcA KAanNnMbpoBKM AN MPUNUCIBAHUSA LENeBbiX 3Ha4e-
HUW KOHTPOIMNbHbIM MaTepuanam npaBunbHOCTH, NPeaHa3Ha4YeHHbIM ANS NOATBEPXKAEHUS NMPaBUNbHOCTU N3MEPEHUs], Ha-
NOMWHAIOT NPOTOKONNbI, MPUMEHSAEMbIE AN KannbpaTopos.

5.7.2 B 3aBUCMMOCTU OT UX NpeaHa3HauYeHUs1 KOHTPONbHBIM MaTepuranam npaBunbHOCTU AOIMTKHO BbITb
MPUNUCAHO 3HAYEHUE TOro Xe U Bonee BbICOKOro YPOBHS, YEM COOTBETCTBYIOLLEMY KannbpaTopy (kanubpa-
TOpamM) B JaHHOW Uepapxmm KannbpoBKA.

6 BbipaxeHue HeonpeaeneHHOCTU N3MEPEHUA

HeonpeageneHHOCTb U3MEPEHUS A0MKHa ObITh BblpakeHa B TEpMUHaX, NPUCYLLMX NPUNUCaHHOMY 3HaYe-
HAKO KaXKO0on N3MePHAEeMON BENMNYMHBI, UMEoLLEN OTHOLLIEHWE K cTaHaapTHOMY obpasLly.

[TpumedaHnwne—[lpeanovtTntensHO CriegoBaTh NPUHUUMNAM, U3MNMOXEHHBIM B PykoBoACTBE ANS Bblpa)XeHUs
HeonpeaeneHHoCTU Npu namepenmnm [4]. donxubel ObITb YCTAHOBINEHbI XapakTepU3yoLmMe CTaHAaPTHLIW 0bpa3sel, NPpunm-
CaHHOe 3Ha4YeHWe y 1 ero paclumpeHHas HeonpegeneHHocTb U [unm cymmapHas ctaHgapTHas HeonpeaeneHHocTb U (),
OTHOCSLWMECSH K namepsiemon sennymnHe. lonxHa 6biTb NpuBegeHa criegyowas MuMHMMmarnbHas nHdpopmauyms:

(YUNCNOBOE 3HAYEHME y + YncnoBoe 3Havenne U) eanHund,

rae U = u (y) xk, npu hakTope oxBarta kK = 2, 4YTo JaeT ypOBeHb JOBEPUTENBHON BEPOATHOCTU NPUMEPHO 95 %.

7 lNoaTBepXaoeHUe METPOSIOrMYeCKOU NPOoCreXnBaeMoCTU KannbpoBKM

7.1 Ona meTponorn4yeckoro npocnexusaHua kannmbpoBKN OOMMKHbI ObITb cobntogeHbl cnegytoLme
YCNOBUSA:

a) PedepeHTHY U PYTUHHYIO MeTOANKN BbINMOTNMHEHUA U3MEPEHNN NPUMEHAIOT ANA N3MepeHUst OaAHON U
TOW e BeNMMYNHBI.

b) MaTematuyeckoe OTHOLIEHNE MeXay pesynbTaTaMu U3MEePEeHUn, NoNYyYEHHBIMU C MOMOLLIbIO PYTUH-
HOW MeTOAUKN BbINONHEHUS U3MEPEHWI, U pe3ynbTaTaMm N3MepeHUid, NoNYYEHHLIMU C MOMOLLIbIO METOUKM
BbINMOJIHEHUSA U3MepeHnin Bonee BbICOKOrO YPOBHSA, AOIMKHO ObITb OAHO U TO Xe AN Bcex nccneagyembix npob
4eTOBEeYEeCKOro NPOUCXoXAEHUS.

c) MaTemaTnyeckoe OTHOLUEHNE MexXxAay pesynbTaTaMn nsMepeHnUn nsmepaemMon BefiMi4nHbl B 4aHHOM
KanubpaTope ¢ UCMONb30BaHUEM pedepPeHTHOU U PYTUHHOWU MeTOAUK AOIMKHO ObITb TO Xe, YTO 1 OTHOLLEHUe,
oXugaemoe 4N UsMepeHUin UsMepsaemMblX BENMUYNH C UCTIONb3OBaAHUEM 3TUX MeTOAUK B PYTUHHBLIX Npobax
4YenoBeYyecKkoro nNpoucxoXxaeHusa. 1o gonyleHue 06o3HavaloT Kak KOMMYTabeNbHOCTL CTaH4apTHOTo obpas-
La (cM.3.9).

TpumevaHue 1— LlenbnpumeHeHnss METPONMOrMYECKN NPOCNEXEHHbBIX KAanNnnMbpaTopoB B PYTUHHbBIX METOAU-
Kax BbIMONMHEHNA N3MEPEHNN, TAKUX KaK NMPUMEHSAEMbIE C MEANUMHCKUMN U3ZQENVUAMWN ANA ANArHOCTUKK in vitro, — nony-
UNTb PEe3ynbTarT U3MEPEHUS U3MEPSIEMON BENUYMHBI HACTONBKO BNU3KUN, HACKOMBKO TpebyeTcs, K pedynbraTy, KOTOPbIN
Obin 6bl NONYYEH NPU NCCNEAOBAHNM TEX Xe NPob ¢ NOMOWbIC pedhepPEHTHON METOANKU BbINONHEHUS N3MEPEHUN C METPO-
NTOrMYECKN NPOCNEXEHHbIMN KannbpaTtopamu. Takum obpasom, NPaBUNbHOCTb PE3yNbTaToB, MNOMyYaeMblX C MOMOLLLIO Ka-
nmbpoBaHHOM (aTTECTOBAHHOW) PYTUHHON METOAUKN BbIMNOINHEHUS N3MEPEHUN, SIBMNSAETCH NPOU3BOAHON U3 NPaBUITbHOCTH
pPe3ynbTaToB, NMoNy4YyaemMbiX C MOMOLLbIO COOTBETCTBYOLWEN pedhepeHTHOU METOANKN BbIMONMHEHNA N3MEPEHUMN.

[TpumevaHnune 2—EcnuycnoBusi No nepeuncrneHnsam a), b) n ¢) He BbINONHEHbI, NPUMEHEHNE N3TOTOBITEHHO-
ro Npon3BoguTenemM Kanmbpartopa ¢ NPUNUCaHHbIM 3HAYEHUEM HE MOXET rapaHTUPOBaTb, YTO pe3ynbrarbl PYTUHHOW METO-
OVKU METPOITOMMYECKN MNPOCnexXeHbl 40 pePepeHTHON METOANKN BbINMONHEHUA N3MEPEHUN.

7.2 KommyTabenbHOCTb paboyero kannbpartopa (KannbpatopoB) nponsoanTens [cm. 4.2.2, nepeyvnc-
neHue g)] aomkHa ObITb OLIEHEHa Nponu3BoAUTENEM NYTEM NMPUMEHEHUSA KaK pedpepeHTHOM METOANKA BbIMOMHE-
HUA nsmepeHuUn [cm. 4.2.2, nepedncneHna b) unu dj], Tak n pytTMHHOM npoueaypbl namepeHusa [cm. 4.2.2,
nepeyvncrieHune |)] K paboyemy kKanmbpaTtopy NPon3BOANTENSA N PSAY COOTBETCTBYIOLLNX PYTUHHBIX Npob 4eno-
BEUYeCKOro NnpoUCXoXaeHust.
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Ecnn matemMatTudeckoe OTHOLUEeHMe MexXxay pesynbTtatamMu, nonyvyeHHbIMU pedpepeHTHOU MeToaUKOoN
BbIMOJTHEHNSI USMEPEHWUN X, U pe3yrbTaTaMu, NOMy4YeHHbIMU PYTUHHOW METOAUKON v, ANA Npob YenoBevecKkoro
MPOUCXOXKOEHUS HE OTNUYATCH CYLLIECTBEHHO OT NONYYEHHbIX ANs padbo4vero kannbpaTtopa (KanmbpaTtopoB)
NPOU3BOAUTENS, 3TO AEMOHCTPUPYET KOMMYTabenbHOCTb KanubpaTopa.

[TpumeyaHwune—Ecnupasbpoc Tovek (X, y) BOKPYr TIMHUN PErpeccum n/mnm nx oTKIOHEHNE OT HEE HENPUEMITE-
Mbl, MPUYMHOWN TAKOro ncxoda MOXeT bBbiTb pasnuvne aHanuTu4eckon cneynunyHocTn Mexay AByMs npoueaypamMmm name-
PEHUS.

7.3 KommyTabenbHOCTb KannubpaTtopa, N3roTOBMEHHOMO NpoM3BoanuTenem, AomkHa ObiTe NPoaeMOH-
CTpUpOBaHa NyTeM cpaBHEHUA pPe3ynbTaToB M3MepPeHUN, BEINONTHEHHLIX Kak pedepeHTHOU MEeTOAUKON, Tak U
PYTUHHOW METOAMKON Ha psiae peanbHbIX Npod TOro Tuna, Ang uccrnegoBaHUs KOTOPbLIX NpeaHasHaveHa pyTUH-
Has MeToauKa BbINONHEHUA N3SMePEeHUI.

[MTpumevanunme 1—[na vacten n nocnegoBaTenbHO BbINYWEHHbBIX NApTUA KannbpaTtopa, U3roTOBINEHHOIO
npoun3sBoauTenem, NnepBoHa4vanbHO MOXET ObITb NPOBEAEHO NOMHOE UX NOATBEPXAEHME, a 3aTEM — B COKpaLLEHHOM BUAE,
ecnn oTMeYeHa gocrtaTouyHas roMOreHHOCTb M CTabMNBbHOCTb OT MAPTUKM K NAPTUM.

[Mpobbl 4OKHBI ObITb ayTEHTUYHBIMKW YeNoBeYecKUMK npodamm, npeanoyTUTENbHO B3ATBIMW OgHOKpaT-
HO, HE MEIDLLIMMUW NMUKOBBLIX 3HAYEHUIA U UMEIOLLIMMIN TaKoe Xe pacrnpeaerneHne, kak n obblMHO Habnoaaemoe B
3aJaHHOM MHTepBane naMepeHnsa angd BennMyYmMH JaHHOro Tuna.

[ PUMEYaAaHWE 2 — ['lvkoBble 3HA4YeHUS AONYCTUMbI TOJIBKO B CliyHae UMUTaUWUN HaTypallbHbIX |‘|p06.

7.4 TMapannenbHble N3AMepPeHUs C NOMOLLbIO pedpepeHTHOW N KanndpoBaHHOW (aTTECTOBAHHOW) PYTUH-
HOW MeTOAUK BbINONHEHUS U3MEPEHMNIN ACTKHBI ObITh NPOBeAeHbl B OTHOLLIEHWUU KaxXaou npobbl. [1na AoCTUXKe-
HUA MEeTPONOrM4Yeckon npocneXnuBaeMoCcTU pesynbTaTthl, NOMNy4YeHHble C NMOMOLULID PYTUHHOU MeToOuKW,
OOJKHbI ObITb COOTHECEHBI C pe3ynbTaTamMn peddepeHTHON METOAUKNA NYTEM NMPUMEHEHUSA NUHENHOWN perpec-
CUN C YTNOBbLIM KOS DULMEHTOM (Slope), BNU3KUM K eanHuLLE, U HYNEBLIM OTCEKAEMbIM OTPE3KOM HA OCU Opaun-
HaT (intercept) npu ycTaHOBNEeHHOW AOBEPUTENBbHOU BEPOATHOCTI.

[TpumeyaHwme—IIpy NPUMEHEHNN NMHENHOWN PErpeccun Habnogaemoe 3Ha4veHne yrmoeoro Ko dpuumnenTta
NMHUK perpeccumn JomKHoO BbiTb 3a4aH0, BKI1K0Yas ero HeonpeaeneHHOCTb.

Yrnoson kodddnuneHT, 6InM3kin K egnHuLe, oXnaaetca, ogHako AoNyCcTUMO OTKITIOHEHUE B npeaenax
YCTaHOBMNEHHOro MHTepBana sHa4YeHnin BenninHbl. B oTtaensHoOM criydae npegernbl 4ONYCTUMOCTN (Kak OTKITO-
HeHue OT HeonpeaerieHHOCTN 3MepeHnsa) OyayT 3aBUCETb OT COCTOAHUSA pa3paboTKM MeTO40B N3MEPEHUA U
OT MEeAUUWUHCKOro npegHasHavYyeHnsa pesybTaToB.

Habntogaemoe 3HadeHWe OTCeKaeMoro oTpeska Ha OCW opauHaT ACIMKHO ObiTb ycTaHoBneHo. Ecnu
CYLLECTBEHHOE OTNNYME ero 3Ha4YeHUa OT HYNA NPU JaHHOW BEPOATHOCTM pacLLeHMBatoT Kak AoNyCcTUMOoe, A0 S1-
)XHbl ObITb YCTAHOBIIEHbI OCHOBAHUA AN 3T0oro. Ecnn BBOAAT nonpaBKy, ee NpoucxoXgeHnue 1 npuMeHeHne
OOJKHBI ObITb NPpegocTaBeHbl Mo 3anpocy. HeonpeageneHHOCTb 3HAaYEeHUSA, MPUNMUCAaHHOIo KannbpaTtopy, U3ro-
TOBNEHHOMY Npon3BoaUTEeNeM, AoKHa ObITb YBENMYeHa Ha HeonpeaeneHHOCTb NMonpaBKn, eCrnii OHa CyLLec-
TBEHHas. 3Ha4YnTeTIbHOE OTNNYME OTCEKaeMOro 0Tpes3Ka Ha oc opAuHaT NP PYTUHHON MeTOAUKe BbINOHEHNS
M3MEPEHNIA MOXET YKasblBaTb Ha pasnndue aHannTU4eckon crneyupuyHoCcTn Mexay ABYyMS MeToauKamMin u,
cneaoBaTenbHO, MOCTaBUTb N0 COMHEHUE NPUHLMM MeTPOIOrM4Yeckon NpocneXnsaemMocTu.

OxkngaemMble OTKITOHEHUSA 3HAaYEeHUI BOKPYT NTMHUN perpeccumn (npeaensl npeackasaHna) MoryT OblTb oLLe-
HEeHBbI NMPW aHHOW AOBEPUTENbBHON BEPOATHOCTU UCXOASA U3 Yncna Nnpob 1 CoOOTBETCTBYHOLWMUX Heonpeaeex-
HOCTEeM ABYX MEeTOAMK BbINMOIHEHUA M3MepeHnin. bonee BbipaXeHHble Bapuauun, YemM 3TO MoKasbiBaeT
3aBucALasa oT abeppaHTHbLIX NPob BEPOATHOCTbL OTHOLLEHUA MeXay MeToauKamMmn, CTaBAT NoJ COMHEHNE MEeT-
DOJTIOrNYECKN NPOCNEeXeHHble pyTUHHbIE pe3ynbTaThl ANd onpeaeneHHbIX Npob. B gpyrom criydae npeaen Mmak-
CUMalibHO AOMYCTUMOW OTHOCUTENBHOM BapuaLum Mexay pesynbrtataMmn pedepeHTHON U KannbpoBaHHOW
(aTTecCTOBaHHOW) PYTUHHOW MeTOAMK BbINOHEHNSA U3MePeHWUn MOXET ObiTb 3aaaH npomnssoautenem. Bapua-
LMW, HaxoasLWMecs HKe JoNyCTUMOro npeaerna v BkroYvatlme B cedbs 3ToT npeaen, cneayeT y4ecTb, YToOb!
yKasaTb NpuemMrieMoe NocTOAHCTBO OTHOLLUEHUA MeXay npoLeaypamMi.

7.5 Ecnn B npouecce NpUNUCLIBAHUA 3HAYEeHUS KanubdpaTopy, M3roTOBNEHHOMY MPOU3BOAUTENEM,
NCMONb3yeTcsa paa npob YenoBe4YeCcKoro NPONCXOXAEHUS, 3TOT XKe psaad He A0MMKeH ObITb MCNOMb30BaH ANA Noa-
TBEPXAEHUA MEeTPONOrMYeckon NpocneXnBaeMocCcTH.
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8 UH(popmMauua o MeTponorn4eckou npocrexmBaeMoCcTu, npmBognmMasn

B MHCTPYKUMU NO NPUMEHEHNIO MeAULMHCKOro usgenua gna ouarHoCTUKM
in vitro

HeonpeaeneHHOCTb NPUNUCAHHOTO 3HAYEHUS KanMbpaTopPOB U KOHTPOIbHBIX MaTepuaroB NpaBuibHOC-
T AOIMKHA BbITh NpegocTaBneHa rno 3anpocy npogeccuoHanbHOro KOHeYHoro noTpedutens. MNpUMeHsIoT Tpe-
boBaHuda EN 375, nyHKT 5.16.

[omkHa BbITh Takke npuseageHa MHGopMaLnst 0 KOMMYTabenbHOCTU KannbpaTopa NpoayKTa Kak B OTHO-
LLIEHNU METOAMKU BbINOJTHEHUS M3MEPEHUIA, KOTOPON NPUNUCAHO 3HaAYeHNUe MaTepuarny, Tak 1 B OTHOLUEHUM
PYTUHHOWN METOAUKN KOHEYHOro NoTpedbuTens, Ans KOTopoWu npegHasHavyeH maTtepuan.

[1punmeyaHune— [deranu npotokona nepeHoca ansi kKanubparopa npoaykra A0IMKHbI ObITb BKIIOYEHbI B TEXHU-
YECKY0 AOKYMEHTAUMIO, CONPOBOXAAIOLYIO MPOAYKT.
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Mpnnoxenve OA
(cnpaBo4HOe€)

CBegeHUs1 0 COOTBETCTBUU MEXIocyaapCcTBeHHbIX CTaHOapPTOB
CCbINMTOYHbIM MeXAYHapoAHbLIM cTaHAapTaM (QOKYMeHTaM)

Tadbnwua OA.1

O0o03Ha4vYeHne 1 HANMEeHOBAaHue
CTeneHb

OBo3HaveHue 1 HAaMMEHOBaHWE MeXOYHAPOOHOro ctaHaapTa (QOKYMEHTa) MEXIrocyaapCcTBEHHOro
COOTBETCTBUA
cTaHoapTa

ISO Pykosogcteo 35:1989 Ceptudukaumss ctaHgapTHbIX 0Opa3uoB. —
ObLwme n ctTatncTudeckue NPUHLMNLI

EN 375:2001 MIHhopmaumst, npegoctaBnsieMas nNpon3BoanTenem ¢ pea- —
reHTaMmun ans ANarHoCTUKKU In vitro, Ansa npodeccuoHanbHOro UCMonb3o-

BAHWUHA

* COOTBETCTBYIOLWMN MEXIOCYyAapCTBEHHbIN cTaHOQapT oTcyTcTByeT. 1o ero yrBepxgeHus pekomeHayeTcs Uc-
NONb30BaThb MNEPEBO HA PYCCKMM SA3bIK JAHHOIO MEXAyHapoaHOro ctaHgapTa (AokymeHTa). [lepeBoq AaHHOIO MeXxay-
HapPOAHOro ctaHgapTa (AokymeHTa) HaxoguTest B PeaepanbHOM MHPOPMALUNOHHOM POHAE TEXHUYECKUX PErnamMeHTOB

N cTaHJapTOB.
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YAOK 64:003:054:006.354 MKC 11.100.10 P20

KntouveBble CroBa: METPONOrM4eckasi NpoCcneXXmBaemMocTb, KanmbdpaTopsbl, KOHTPOMNbHbIE MaTepuanbl NpaBub-
HOCTW, Nepapxus KanmbpoBKW, HeoNpeaeneHHOCTb N3MepeHUs, pedepeHTHbIE METOANKN BbINMOTHEHUSA N3MEe-
PEHUN
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